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ee; 
CL3 

Generic Trade 
Name: T-cell depleted stem cell enriched cellulir product ‘from .Name: 

NONE ASSIGNED 
$zz 

peripheal b 
X$ n&- 

lood stem cells t Lj? 
Designated Treatment of chronic granulomatous disease 
Indication: 

-0 
,gx 

Sponsor: Nexell Therapeutics Inc. 22. 
Address: 

Date Designated: 11/1/2001 
9 Parker Market Approval Date: Not currently Approved 

L&q 

Irvine CA 92618-1605 

------------------I------------------------------~---~-~“--------~~~-- ___- i--iii--i-‘-i~~iiy ---;ii‘%~~~&&I _ ---i--;,,;;,L;,;;,;i,-,,,h---;---i-i;,- __-__-__-__ i-- 
Generic (R)-N-[2-(6chloro-5-m~t~~x~-lH~ind~l~3~yl~pro~yl~~~~~ “I Trade ‘NOti ASSIGNED 

. . 

Name: mide Name: 
Designated 
Indication: 

Treatment of circadian rhythm sleep disorders in blind people with’ no light perception 

Sponsor: Phase 2 Discovery, Inc. 
Address: 

Date Designated: 10/3/2001 
3 130 Highland Avenue, Third Floor 

_ “” I -,, 

Cincinnati OH 45219-2374 ‘. 
Market Approval Date: 
_ 

, ,.,, Not currently Approved 

Designated Treatment of Fabv’s disease. 
Indication: 
Sponsor: Oxford GlycoSciences 
Address: 10, The Quadrant 

Date Designated: 5/12/1998 

Abington Science Park, Abington 
Market Approval Date: Not currently Approved 

Oxfordshire OX14 3YS UK 
-------------------------------------------------------------~--~---*------~~--“~~~--~----~-~~~~^ ‘. -----ei.~--,i--i,u,;i-L-i,i-iZz,i;,,’;;;- ____ d _--______ -,,,‘;;,,,” i, _ h. ,, : “,. j.. ,h ,. _,LI ..” ;.._ I, a 

Generic 1,5-(Butylimino)-1,5 dideoxy,D-glu%itol’ ” ” _1 
Name: 

‘Tra$e, . . .I 
NOti ASSIGNED ’ ” 

Name: 
Designated Treatment of Gaucher disease. 
Indication: 
Sponsor: Oxford GlycoSciences 

Y..eI. 
4/30/l oog 

Address: 
Date Design+=+ d,*l,*,I- 

10, The Quadrants Market Appr,., yuc -mm1 lhte: 

Abington Science Park, Abington 
Not currently Approved 

Oxfordshire OX14 3YS UK-‘. 



-- - ,.II- ” ._” ‘: ‘ ^ 1 : 

-” / :r 4’ 
; i _., 

Generic l-(ll-dodecylamino-lO-hydroxyundehyl)-~,7-d~me~~y~x~~t ‘Trade ‘. ’ 
Name: hine hydrogen methauesulfoqate 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of hormone rej+actory prostate carcinoma, 

Sponsor: Cell Therapeutics, Inc. 
Address: 20 1 Elliott Avenue West 

Date Designated: l/18/2000 

Suite 400 
Market Approval Date: Not currently Approved 

Seattle WA 98119 
~-~--~~~---~~~---~~---~~~ - -__-_-_---___-I__ i-i _--____ ~-.~,Y,-L,~i;;i~~~-.~~~~~~~~~-~~~~~~~~~-,~~~,~~~~ _____) ---,--- il! ____ I:i, ___; ___ ;,-~ ______ ;-C;,ii,;,-“-.;,;;,, ,r ‘,#>,“’ :,1 .i ,-.:..,I., 

Generic 1llIndium pentetreotide 
Name: 

Trade SomatoTher 
Name: 

Designated 
Indication: 

Treatment of somatostatin receptor positive neuroendocrine tumors. 

Sponsor: 
Address: 

Louisiana State University Medical Center 
1600 CanaSt. 1 

, Date,Designated: ’ 6/10/1999 

10th Floor 
Market Approval Date: Not currently Approved 

New Orleans LA 70112 
--------- -- ----__-_---____--_____________ i-.: __-___ ----ir ____ ;---‘-;;‘-~-!-i-,i-‘~~-~~~-~~~~~--~-~.~ ^a -b-i*“-- .,“‘- i---s, ‘,“. l’, ,“:, _- .‘,:‘,::.i,’ _, .1 

Generic 15AU81 
-------S-----.i--i-~~~~---i; ____ - __-_ ;-‘~~;,l-,-;;i;,L,,,iiJ---’ 

Name: 
Trade Remodulin 
Name: 

Designated 
Indication: 

Treatment ofpulmonary arterial hypertension. 

Sponsor: United Therapeutics Corp. 
Address: 68 T.W. Alexander Dr. 

Date Designated: 6140997 

P.O. Box 14186 
Market Approval Date: Not currently Approved 

Research Triangle Park NC 27709 
“I”“-““““‘-“-~-----------.-------~-~----~~-~~~~~*~~-~~~~~-~~~~~.~~~~~~~~~.~~~~~~~~~ -i;~~~i;~‘~~~~;l,;“‘;,r’c \“i 

Generic 166Ho-DOTMI? 
---- --~~~-;;-;-~~;--ii~-~----------~~-~---~~ *’ 

Name: 
Trade NOti ASSIGNED 
Name: 

Designated Treatment of multiple myeloma. 
Indication: 
Sponsor: NeoRx Corporation 
Address: 

Date Designated: 2/10/1999 
410 W. Harrison Street 
Seattle WA ‘98119-4007 

Market Approval Date: Not currently Apprcved 

Generic 2’-deoxycytidine 
Name: 
Designated 
Indication: 

As a host-protective agent in the treatment of acute myelogenow Io&omin 

Sponsor: Grant, Steven M.D. 
Address: 

Date Designated: 9/9/1996 
Massey Cancer Center, VCU 
P.O. Box 980230 

Market Approval Date: Not currently Approved 

Richmond VA 23298-0230 
-“‘““--‘-----------------ii------ i.;--;-i--l-i8;;i;i,~~.-~~~~~,~-~---~~~~~~~~-~~-~~~-~--~-~--~~~~~-.-~~~-~--~~~~-~-,-~~~~-~~-~~~~- _, 2s.. :-;>&k; :a _ 

2 



Generic Z-0-desulfated heparin 
Name: 

Tl%%G Aerobin 
Name: 

Designated 
Indication: 

Treatment of cystic$brosis. 

Sponsor: Kennedy & Hoidal, M.D.‘s 
Address: University of Utah Health S&ences Center 

Date Designated: 9/17/1993 

50 North Medical Drive, Ro$nj 434F’r’ 
.$uket Approval Date: ._. IX,... Not currently Approved 

Salt Lake City UT 84132 
_) _ 

______-___________ _______-_____ *-,A --.- Li”--L-~~--;“iii~~-~~~~~ 8 ST, ‘.‘f i-t .4-i* i~~~i;~~~;i.~~~~~~-~~~.~~~~~-~~~~~~--~~~-~~~~~~-‘~“--~~~.~~---~~ _____ ;-;,,,,,;,-‘,,~,L ^, ,‘.‘b$ ,__ “” 1 ;..*,-,a-;...~. ,. )I i’ ‘,- : 
Generic 2-chloroethyl-3-sarcosinamidp-!-nitrqsoua 
Name: 

Trade Sarmustine 
Name: 

Designated 
Indication: 

Treatment for malignant glioma 

Sponsor: Pangene Corporation 
Address: 5500 Stewart Avenue 

Date Designated: 11/15/2001 

Fremont CA 94538 
Market Approval Date: Not currently Approved 

---_----------_---I_----- - --__--_- _ ---__-__-_I-__--_ i--i .___i_____ i---i-i--c ____ i,,;,;,,t .,-cj,. .‘, I--. A, f 1 z-2 
: ” ““-----*-------i----~~~~-------;---ii -. ‘i 

Generic 2-chloroethyl3-sarcosinamidk-1-nitroiokrea 
____ i’--~-- 

Name: 
Trade NONE ASSIGNED 
Name: 

Designated Treatmentfor maligrtantgliomas 
Indication: 
Sponsor: Lawrence Panasci, MD 
Address: Professor of Medicine, McGill Univeriiti 

Date D$gn++ Q Iq mnn 1 , ,.\ 

3755 Cote Ste Catherine 
Market ApplvV, varu. .LY”L LcullGluly fqJp1uveu 

Montreal, Quebec H3T lE2 

Sponsor: EntreMed, Inc. 
Address: 9640 Medical Center Drive 

Date Designated: 7/10/2001 

Rockville MD 20850 
Market Approval Date: Not currently Approved 

Spo’hsor: Lemmon Company 
Address: 1510 Delp Drive 

Date Designated: 212711987 

Kulpsville PA 19443 
Market Approval Date: Not currently Approved 



Generic 3,4-diaminopyridine !l%ade 
Name: Name: 

NONE ASSIGNED 

Designated 
Indication: 

Treatment of Lambert-Eaton myasthenic syndrome. 

Sponsor: 
Address: 

Jacobus Pharmaceutical Company 
37 Cleveland Avenue 

Date Designated: 12/18/1990 

P.O. Box 5290 
Market Approval Date: Not currently Approved 

Sponsor: Elliot Danforth, Jr., M.D. 9/20/2000 
Address: University of Vermont 

Date Designated: 

84 Beartown Road 
Market Approval Date: Mot currently Approved 

Underhill VT~65489’ 
., .I. 

-----------------I--------L---* ‘. (., ------sm--- i-hi.-& --i ii,r; --__--. “-i,,~-~-~~~‘~~~~~~..~ ------I--,---- ;,,;;L,j&p,;~:: --‘- --.~;-r-,;;~~;;,-ci-~~-~.-“~---“-~-~~~~~~-, : __ ,** :, <\” .> _,, .c , 2 
Generic 3-(3,5-Dimethyl-iHL~ylme~le~~j-i;3~~~h~d~~i~~~]~~-o~’ “Tr&‘ ” NONE AS SIGNED 
Name: e Name: 
Designated Treatment of von Hippel-Lindau disease. 
Indication: 
Sponsor: Sugen, Inc. 3/23/2000 
Address: 230 East Grand” Ave. 

_ Date Designated: 

South San Francisco CA 94080 
Market Approval Date: Not currently Approved 

Sponsor: Sugen, Inc. 
Address: 

Date Designated: 9/l l/1998 
230 East Grand Ave. 
South San Francisco CA 940’804811 

Market Approval Date: Not currently Approved 

--------I----------------i-------------------~ ____ i--*~-lj*i;=-*‘“c&~~~.” _ .‘. --~-‘-“--;~.,~*~p ‘““.^i‘ .I . . .,, i_ “. I__.-: 7 8” ,‘: ‘- . ,,- ” 
i----e ----.----- i*i---~.‘L~-~&,;d __--- ;-i-..~~-;,=-~~i~~--L;,;;-;-,---, 

‘L 
’ 

Generic 3-(4’aminoisoindoline-l’-one)-l-piperihi-2,6-dio~e Trade 
Name: 

Revimid (proposed) 
Name: 

Designated Treatment for multiple myeloma 
Indication: 
Sponsor: Celegene Corporation 9/20/200 1 
Address: 7 Powder Horn Drive 

Date Designated: 
Market Approval Date: 

Warren NJ 07059 
Not currently Approved 



Generic 4-aminosalicylic acid 
Name: 

:. 
Trade 
Name* 

Pamisyl (P-D), Rezipas (Squibb) 
- .----, 

Designated 
Indication: 

Treatment of mild to moderate ulcerative @itis in patients intolerant to s&fasaIazine. 

Sponsor: Beeken, Warren MID. r 
i;l-i 

Address: University Of Vermont 
D&De&rutted: i2/13/i989 

Given C-3 17 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of chronic iron overload resulting@om conventional transfusional treatment of beta-thalassemia 
major and sickle cell anemia. 

Biomedical Frontiers, Inc. 
1095 lOthAve., S.E. 

Date Designated: 12/21/1998 

Minneapolis MN 55414 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of malignant mesothelioma. 
Name: 

ILEX Oncology, Inc. 
4545 Horizon Hill Blvd. 
San Antonio TX 78229-2263 

Date Designated: 5/l l/l992 
Market Approval Date: Not currently Approved 

^ 

Sponsor: SuperGen, Inc. 
Address: 4140 Dublin Blvd. 

-,. Date Designated: 8/3/1987 

Suite 200 
Market Approval Date: Not currently Approved 

Dublin CA 94568 
------------------------------i--------*. -~;;&;-‘,&~~i;.&‘-~~ &;*~#&&&&.&y&&J :‘, “.;.a$‘*2 ” :> L i(: ‘“&2 ra &&&&&;ii --~~~-~~~~~-~~..~- “-&:,‘. ,, .-,:-, ,:$~,:&p :,& _,,‘ :?_. j .,-<- ,“Iz’: : ___ il 

Generic 506U78 
----------------r---,,,,-,,,,,,,,-2,,,,-- 

Name: 
Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of chronic Iymphocytic leukemia. 

Sponsor: Glaxo Wellcome, Inc. 
Address: Five Moore Dr. 

Date Designated: 9/2/1999 

P.O. Box 13398 
Market Approval Date: Not currently Approved 

Research Triangle Park NC 27709-3398 
---------------------------------i-----------~---~-----~ /^I ,,.. m---w- ------.---i.;;-i~---~--~--~~~-~~~~-~~-~-~~--~~~-:~-~-=~-~’ ” ____ ;.i~~~~l;-“~~~;-~~-“~~~~-.~~~~~-~-‘~~~~~~. ” i, / 

5 



i i 

Generic 6-hydroxymetl- _ 
Name: 

Wacvlfulvene --..I” 

Name: 
TEWb 1\TnNE ASSIGNED 

Designated 
Indication: 

Treatment of histologically konfirmed advanced or metastatic pancreatic cancer. 

Sponsor: MGI Pharma, Inc. 
Address: 

Date Designated: 41611999 
6300 West Old Shakoppe Rd. 
Suite 110 

Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of ovarian cancer. 
Name: 

MGI Pharma, Inc. 
5775 West Old Shakoppe Rd. 
Suite 100 
Bloomington MN 55437-3 107 

Date- Designated: 7/6/1999 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatmenf of renal cell carcinoma, 
Name: 

MGI Pharma, Inc. 
6300 West Old Shakoppe Rd. 
Suite 110 
BloomingtonMN 55438-2318 

Date Designated: 7/27/1999 
Market Approval Date: Not currently Approved 

“‘--““‘-“““-“‘----I---------------------.---------~~--.-.-------~~-‘*----~---~~~--~-~~-=~~~~--~~~=~~~~~~-~-~- -i~~~~,~;;-i-.-“~~~~~~~-~~.~-~~~---~~ -,-- ;;-,~-LL-~~~‘;l;l i I 

Generic 8 Cyclopentyl 1,fdipropylxadthine Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated Treatment of cysticfibrosis. 
Indication: 
Sponsor: SciClone Pharmaceuticals, Inc. 9. 1 Mer’s Is*ti~sci..l~v,id I., * .\ . .gg!z2@gnat~: 312411997 
Address: 

” 

San Mateo CA 94404-15’93 
Market Approval Date: Not currently Approved 

Designated 
Indication: 

For the prevention of acute rejection of cardiac allografts. 

Sponsor: Therakos, Inc. 
Address: 

Date Designated: 511211994 
Oaklands Corporate Center 
437 Creamery Way 

Market Approval Date: Not currently Approved 

Exton PA 19341 
““““““-““‘-“-----------------------~~~---~~~---~.~-~*~~--~~~-~”~~~~-~~~~~~~~-~~~~ w&*c~d&.-4ag;i~~~~* I.. <%<. “= ,i..*. ,, ̂+Y” .-,rra..:,.“:,rl i* ..F< ..:. <l.~., i-m -- -.____-i-_-___l--__- _I_______ i ____ ;,-.LLLsm; 

. 
6 



Generic S-methoxsalen TiiJs 

Name: 
Uvadex 

Name: 
Designated 
Indication: 

For use in conjunction with the WAR photopheresis to treat d@ise systemic sclerosis. 

Sponsor: Tberakos, Inc. 
Address: 

Date Designated: 612211993 
Oaklands Corporate Center 
437 Creamery Way 

Market Approval Date: Not currently Approved 

ExtonPA 19341 - 

Sponsor: Ligand Pharmaceuticals, Inc. 
Address: 9393 Towne Centre Drive 

Date Designated: 4/10/1992 

Suite 100 
Market Approval Date: Not currently Approved 

San Diego CA 92121 
-------------------------------------------vi -----_---- ~- --____--_.- i-;------rii,--*-ii-iiii--~-~-.~-~‘~-~~-~-~~--~--~-~-~~ -___- e,,-ii~~~~;i~~~-~-~---.-~~,---“., 

Generic 9-nitro-20-(S)-camptothecin Trade Camvirex 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment ofpediatric HIV ibfectioniAIBS 

NovoMed Pharmaceuticais, Inc. 
P.O. Box 900 
Germantown MD 20875-0900 

Date Designated: 
Market Approval Date: 

5/15/2001 
Not currently Approved 

Designated Treatment ofpancreatic cancer. 
Indication: 
Sponsor: Stehlin Foundation for Cancer Research 9/16/1996 
Address: 1315 St. Joseph Parkway, Suite 1818 

Date Designated: 

Houston TX 77002 
Market Approval Date: Not currently Approved 

------------------I--------------------~ ------ ------;l-i.--iu,i,,.~-~~-~~~--~~~~~~.”--~~~=~~~~~~---,~~--’--~---~-~.--,~-~------.~~.-~ __I- iC*-‘-- 

Generic Abetimus Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of lupus nephritis. 
Indication: 
Sponsor: La Jolla Pharmaceutical Co. 
Address: 6455 Ni.nizy Ridge “Dr. 

Date Designated: 7/28/2000 

San Diego CA 92121 
-’ Market ‘Appreval Date/ -.- Ndt’ currently Approved 



Generic acetylcysteine Tt-2t-G 
Name: 

--u-w A-+adote 1 XYVU 
AT..-,.. IVaiI‘Fi. 

Designated 
Indication: 

For the intravenous treatment of moderate to severe acetaminophen overdose 

Sponsor: Cumberland Pharmaceuticals Inc. 
Address: 209 10th street south 

Date Designated: 10/19/2001 

Suite 332 
Market Approval Date: Not currently Approved 

Nashville TN 37203 
--------m----m------ -___ -I----l--L--i- _--_ _ _I_- :--i--;~~~~~~~~~~~~~~-.~~~ ~w~;~&~*&&# (‘1 m-----b---- i L-----l---i-L-i,-,‘,--~-~--~~-.~-~~~~ --_-_ i,^,r**$<,;: srr&$ ‘ir~~bar*>&r:~ .A*“: ir %*%i A” ‘.&.I. _.e ‘t;+ii” il.‘.* ~ .‘,%:.+,&&<“. i&p 2.a 

Generic Acetylcysteine Trade 
Name: 

MucomysUMucomyst 10 IV 
Name: 

Designated 
Indication: 

Intravenous treatment ofpatientspresenting with moderate to severe acetaminophen overdose. 

Sponsor: Bristol-Myers Squibb Company 
Address: 

Date Designated: S/13/1987 
P.O. Box 4500 
Princeton NJ 08543-4500 

Market Approval Date: Not currently Approved 

Designated Treatment of tuberculosis, 
Indication: 
Sponsor: Lincoln Diagnostics 6/20/1988 
Address: P.O. Hox 112s 

Date Designated: 
Market Approval Date: Not currently Approved 

Decatur IL 62525 

Designated 
Indication: 

Intramuscular treatment ofpatients with moderate to severe hemophilia 

Sponsor: Avigen, Inc. 
Address: 13 0 1 Harbor Bay Parkway 

Date Designated: 6/13/2001 

Alameda CA 94502 
Market Approval Date: Not currently Approved 

-------------------------------------y - -iii”;-~~~~-‘;u-;i-i;iii--~~-~~.~~~-~--~~~~~~~~~-~~~~-” --i;;~-,;,;;;,i,;~,--:~~~.~-,-~~ :., 

Generic Trade 
Name: 

Adeno-associated viral vector containing the gene for 
human coagulatiO;d factor XX * Name: 

Coagulin-B 

Designated 
Indication: 

Intrahepatic treatment ofpatients with moderate to severe hemophilia 

Sponsor: Avigen, Inc. 
Address: 

Date Designated: 6/13/2001 
13 0 1 Harbor Bay Parkway 
Alameda CA 94502 

Market Approval Date: Not currently Approved 



Generic 
Name: 

Adeno-associated viral-based vector cystic fibrosis gene 
therapy 

Trade NONE ASSIGNED 
Ntie: 

Designated Treatment of cystic$brosis. 
Indication: 
Sponsor: Targeted Genetics Corporation 
Address: 1100 Olive Way, Suite 100 

Date Designated: 2/15/1995 

Seattle WA 98101 
Market Approval Date: Not currently Approved 

--““‘-“-“““-“-----------~-------------------~--~.--~~~~~--~~~~~~~~-L~~~-~~.,, -I;~~~-;;i~~~~-;;;;~~~~~~. “: ‘,,b e _d A .:+c**,>. ri.rd;-*i’ ,4 L ji “7 i”: ,_“’ * i i”“‘~W,,~i-‘hit‘ $.&3$ ,$A, ‘9, * ‘_ ’ * 
Generic 

--m--m -----------i--~~;--~-~-~~-~-. _L__ ;s~&&b*G&~ : 
Adenovirus-based vector Factor VIII com$&men&y ‘. Trade 

Mn;A..&tiiI‘ . ’ 

Name: DNA to somatic cells Name: 
Designated Treatment of hemojhiha A. ” 

.a ,a 

Indication: 
Sponsor: 
Address: 

GenStar Therapeutics Corporation 
10835 Ahman ROW ‘. “ 1 - 

Date Designated: _,li” a..“, 12/15/1999 

Suite 150 
‘. Market Approval Date: Not currently Approved 

San Diego CA 92121 
--------------------------I---“----------~----~---------~~~---~~~~ -;~~;;;,~-,~.~;,.~~~-~~-~.-,~-~~ ‘ < ,A 4.9 

Generic 
---...iiA-A ----- IC2LI-:‘L”--. -__-__---_____-- .--Ai;:;,-,i -_-__ ;,,;r,L,l- i,- *...s: :,k-.+“. _,~ .“. I <::a j .‘/ .. 

adenovirus-mediated herpes siniplex virus-thimidine *i .i, 
Trade 

Name: kinase gene 
NOm ASSIGNED 

Name: 
Designated 
Indication: 

Use with gancyclovir in the treatment of malignant glioma 

Sponsor: Ark Therapeutics Ltd 
Address: 6 Warren Mews 

Date Designated: 713 l/200 1 

London WlT6AR TJK 
Market Approval Date: . Not currently Approved 

------------------------------I----------------,--. _-__- --ii-i -___--_ :;‘-,~~~;-,s~~--r;;;,ir,;r ‘. ii e-mm-sm.--w ~~r,i-~-“-,--;,,:;;,:~---~--~-~---~-~~~-~--.--~--~--,-~~~~~~~ :-: ‘, “.A C’ 
Generic Albendazole Trade 
Name: 

Albenza 
Name: 

Designated 
Indication: 

Treatment of hydatid disease (cystic echinococcosis due to E, granulosus larvae or alveolar echinococcosis due to 
E.’ muliilocularis iarvae).~ ’ I 1 

Sponsor: 
Address: 

SmithKline Beecham Pharmaceuticals : l/17/1996 
One Franklin Plaza 

Date” Designated: 
6/l l/1996 

P.O. Box 7929 
Market .Approval Date: 

Philadelphia PA 19 10 1 
- ---- ----------------_-__------- __-_ --_ ---._ --i __-- --i’-f~~;,~i--;,;,-‘-.~~-.~~~~~-~,~--~-~~~~~~~~~--~~~~~~~~~~~-..~“‘~ ------ ---------,,~w~~“’ *‘,,z.-L, ,“,iA,b%;..z.d - ---- ------~~-----,--,,--i;,i W.ib .:,,**.,.,i, .+:“;,“tk&“’ ,i.“ni%‘i% .~dh, ,i/ &,: ;, 

Generic Albendazole Trade 
Name: 

Albenza 
Name: 

Designated 
Indication: 

Treatment of neurocysticercosis due to Taenia solium as: 1) chemotherau ofparenchymal, subarachnoidal and 
racemose (cysts in spinal fluid) neurocysticercosis in symptomatic cases and 2) prophylaxis of epilepsy and other 
sequelae in asymptomatic neurocysticercosis. 

Sponsor: SmithKline Beecham Pharmaceuticals 
Address: One Franklin Plaza 

Date Designated: l/18/1996 
Market Approval Date: 6/l 111996 

P.O. Box 7929 
Philadelphia PA 19 10 1 

~~~~-~~----~~--~~~ -* _---I----_--_ _ _--_-_-* i -______ r*-%--* _-_-_ i-i-ii--i i--i ~.-i~-i--.---*jl~,-, e-1 * )) --IIe;~.&&*-m& ____II______c____ -;I-‘l---.-;r~~;r,;~~~~~~,~~~-~~-~~~~ ‘i -:. ‘b Y’ ..u-aAw.- * s i-4, ,-b. -i: ’ 
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Generic Aldesieukin 
Name: 
Designated 
Indication: 

For the treatment non-.Hodgkin ‘s lymphoma. 

Sponsor: Chiron Corporation 
Address: 4560 Horton St. 

Emeryville CA 94608-2916 

_.^ , 
Trade prole-.‘:‘.. 

Name: 

Date Designated: 1 l/24/1998 
Ma+et Approval Date: Nbt cur&ntIy Approved 

Sponsor: Chiron Corporation 
Address: 4560 Horton Street 

pate Designated: 9/10/1996 

Emeryville CA 94608-2916 
Market Approval Date: l/9/1998 

Sponsor: Chiron Corporation 
Address: 4560 Horton Street 

Date De&m&l: 312211989 _i 

Emeryville CA 946OS-2916 
Market Approval Date: x, 

Nbt curre&tiy x-‘.ve;i 

. ,. m mm-ss -_--___ -_-_-_ * --.___- i---*-~~;;;-;~i-rc,;-~-~,L~~~~-~-~~~~~~~~L~~~~~~~~-~-~~...-, -ai 
Generic Aldesleukin 

__-___ &;;,*&,,,, ___ ~,~~~~-:“r~~~~~~~“~~~~~~-;, ..3..> \.,,, >..‘:i.- .i /‘ 
Trade 

Name: 
Prolqukin 

Name: 
Designated 
Indication: 

Treatment of metastatic renal cell carcinoma. 

Sponsor: Chiron Corporation 
Address: 4560 Hoit& Sheet 

Date pesignated: 9/14/19ss 
Mark@ Approval Date: 51511992 

Emeryville CA 94608-2916 



Generic alemtuzumab 
Name: 

Trade Campath 
Name: 

Designated Treatment of chronic lymphocytic leukemia. ( 
Indication: 
Sponsor: Millennium and ILEX Partners, LP 
Address: 75 Sidney Street 

Date Designated: 10/20/1997 

Cambridge MA 02138 
/ z Market Approval Date: I_ ” ..” bI. 5/7/200 1 

-----------------------i-i---i-ilii--------~~-----~~-~--~ 
----;-----i-.---;-;,.-~~~~.~--~-~~-~.~ *4 

Generic Alendronate disodiub 
---~~~L”~,-“-;,-,~;~~ir’~~~-~~~~~”~~~~~-~~~~~~~~~-~~~.~~~-~~~-~~~,~~---~~~~--~- .1 .,j ,. ,_ :/ 

Name: 
Trade Fosama~~ 
Name: 

Designated 
Indication: 

Treatment of the bone manifestations of Gaucher disease 

Sponsor: Richard J. Wenstrup, M.D. i 

Address: Division of Human Genetics 
Date Designated: “^ . 2/13/2dOl 

Children’s Hospital Research’Foundatiin L 
Market Approval Date: 

‘1 
Not currently Approved 

Cincinnati OH 45229-3639 
. _L 

-----------------_--____l__________i __I_-- i---i- -__-_ i(i-i ___ L;-.‘____ ;-,~ol~;-il;~J;~~~~~~~-~~~~~~.=~~~~--~-’~~ ---;;~j~~-‘~~~~~rd~~~~:~~~?~~~,~~~~.~~~~~~~~ . *x s;: Li~---~~~~-~~~~i~~~l *$” 
Generic Alglucerase injection Trade 
Name: 

Ceredase 
Nanie: 

Designated 
Indication: 

For replacement therapy in patients with Gaucher’s disease type 1. 

Sponsor: Genzyme Corporation 
Address: One Kendall Square 

Date Designated: 3/l l/1985 

Cambridge MA 02139-1562 
Market Approval Date: 41511991 

----------------------------------: 
Generic Alglucerase injection 
Name: 

--I-- 
Name: 

Designated ’ 
Indication: 

Replacement therapy in patients with Type II andIII Gaukher’s disease. 

Sponsor: Genzyme Corporation 
Address: One Kendall Square 

Date Designated: 712111995 

Cambridge MA 02139-1562 
Market Approval Date: Not currently Approved 

“‘-----------------------I----------------------~-~-~---~.~.,~ .., ^, (., ,.,I, /^ ---- i:---dx;, __--. ---a.~;iL~&;:&& ____ &--&LA-&&r ‘Le.4 ,‘.S31,... t a- :,, ,. j j, : ‘. ‘c~i:.~:.s&&““~,; -,i. 1 .,,, t ,_ . . . ,.-;.: I :, ,:.,:... .,(, 
Generic Alitretinoin ’ 

--...------------F -.----i-*-o---‘C~-‘~~~~..--- 
Trade 

Name: 
Panretin 

Name: 
Designated 
Indication: 

Topical treatment of cutaneous lesions in patients with AIDS-related Kaposik sarcoma. 

Sponsor: Ligand Pharmaceuticals Inc. 
Address: 

Date Designated: ‘I 3li4/1998 
10275 Science Center Drive 
SanDiego CA 92121-1117 

Market Approval Date: 21211999 



! 

Generic Allogeneic human retinal $gment~e&~hklial &% on 
Name: gelatin microcarriers 

’ ~ ‘Trade- ’ ’ Spheramme 
Name: 

Designated Treatment ofHoehn and Yahr stage 3 and 4 Parkinson’s disease. 
Indication: 
Sponsor: Titan Pharmaceuticals, Inc. DateDesignated: 70811997 
Address: Post Office‘PI&a Market Approval Date: 

50 Division Street, Suite 503 
Not currently Approved 

SomerviIIeNJ 08876. 
,, 

Designated Treatment ofpancreatic cancer. 
Indication: 
Sponsor: Applied Immrmotherapemics, LLC Date Designated: 6/13/1997 
Address: 14 13 2 E. Firestone Boulevard 

Santa Fe Springs CA 40670 ’ 
Market Approval Date: .i . . . Not currently Approved 

---------------------------------------- li;L.-~~;lPL;i;r‘l~~~~~~~~~~~~~~,~~~~~~~~-~~-, _____ i --------= ~~~~~~;S~rm,~.~r; I “i.~.,.& ,.,),” ,. .,-*,,;- -. I, 

Generic Allopurinol sodium 
., .I. . .,. 

Trade 
Name: . 

Zyloprim for’mjection 
Name: 

Designated 
Indication: 

Management ofpatientf wit+,leuhzm$, Iymphoma, and solid turn?! malignancies who are receiving cancer therapy 
which c&es elevations of serum &d urinary u& &id I&& and i&o cannot &&ate oral therapy. 

Sponsor: Catalytica Pharmaceuticals, Inc ’ Date Designate&“ 
_.C// .,, (2 _.Y **,. 

10/16/1992 
Address: 

Po.Box 18~7 _ . ..,. ,. .” 
5070996 

GreenvilleNC 27835-1887 
Market Approval Date: 

-__----__-_-----_--____1_1______1-__---___ ---i-m..- -_-_ &iii _-__ ---;;i-~~-iil;L~~,~~~~~-~~.~~~-.~~~‘~~~-~,~.” -ficl-~~~~~~‘-~~.~~~~=~ ---- &-+ __--_______-_ &&&~;““.M~” :I i.,.v SI-: r~-“,..i.“i”‘i-‘lir?% A&w I ,*. 
Generic Alpha-galactosidase A Trade 
Name: 

CC-galactosidase 
Name: 

Designated Treatment of alpha-galactosidase A dejliciency (Fabry’s disease). 
Indication: 
Sponsor: Orphan Medical, Inc. Date Designated: 6/‘17/1991 
Address: 13911 RidgedaIeDrive Market Approval Date: Not currently Approved 

Suite 475 
Mimietonka MN 55305 

~-~-~~-~~-1-~~~~“-~~~--~---~~--~- ~~~-~~~~-. --;r,,i,ii-i-ii;;-,.,-~-~-~~,~-~~~-~-~~~~~~~~-~’ &~~s&~.,-~~’ .-. I . /“.a+, , 1 <.A,! +/1 ----r--.---ii-Ehi-i-------- \ r i “i: SW’,” * _ .<,a / ~,,~~~~~~-L,~~~~;‘i~~~~-,~~~~~~~~~~-.~-~--- i12-l,z.,r, C(.rr” ‘: ‘3 
Generic Alpha-galactosidase A Trade Fabrase 
Name: Name: 
Designated Treatment of Fabry’s disease. 
Indication: 
Sponsor: Des&k, Robert J. M.D. 
Address: me Mount sinai”s~~~~l”ofh;led~iine + ‘- .~ ..,_ . !$E..%si~~~: 

Market Approval Date: 
7/20/!990 
Not currently Approved 

Fifth Avenue at 100th Street, Box 1203 
New York NY 10029 

______ - __________l____l_______I______DLI +,& ______ ~;,.~*,~-;iii~~yii~~-~~--~~-~~~~~-~~~~.~~~~~~~~~~~~-~~~~~~~~~~~~~-~~~~~~,~~~~~~~~.“‘~,~~~~,,~~~*~~‘~~~~~~~~~~ ^‘“b.i( .-mm c-d *mme-mem- ~I,-,,:r;%52$ (I.- ). i--r:* 



Generic Alpha-galactosida! 
Name: 

e---v 
Name: 

Designated 
Indication: 

Long-term enzyme replacement theraby for the treatment if F’nik ‘i&o 
-... -J * he”‘/ II.““““L-, 

se A Replagal 

Sponsor: Transkaryotic Therapies Inc. 
Address: 195 Albany St. 

Date Designated: 612211998 

Cambridge MA 02139 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 

Prevention and treatment of intrinsic acute renalfailure due to jrrhmnin 

Sponsor: National Institute ofDia&t& and Di$&ve I%& l%d&&Ph~ . Q/,n,l “WY, 
Address: National Institutes of Heahh,‘31 Centc- - __. _ 

Building 31, Room 9NL222 ’ ” ’ 
“‘“f.ty’ L.yy.““ua UC&L”. IY”L k#ul~~l‘uy qJp’““cu 

Bethesda MD 20892-2560 
--m--m-------- __-- ------------.~*---~---~.“---.---~-=~~-~~~~~~~~~-~~.~-~~~~~ rs 4; .~;-L;;I~~~ <&- “u& _______ L-;i*+m&&<. ;.*ri;~~*ii-,*~~~ .A$+. :+‘I li.i .&+%a~. ,a*- 7 1X c *I 

Generic Alphal-proteinase inhibit& (htin&ti) ’ ‘- 
4 m-w--- -----Lb..---wi -_-_- ---i--i ___I_ &2L-.-“‘~ 

” Trade 
Name: 

Prolastin 
Name: 

Designated 
Indication: 

For replacement therapy in the alphall-proteinase inhibitor congetiital deficiency state. 

Sponsor: Bayer Corporation 
Address: Pharmaceutical Division, Biological Products 

Date Designated: 12/7/1984 .,/;. ,.+I ..,, - 
Market Approval Date: 12lih987 

400 Morgan Lane 
New Haven CT 065 16 

“-““‘--I”--------------------“---------~*-------~-~‘~ ‘.“’ ______ r-;“;;“‘;~~~~~i~~;--~-~~*.~--~~~-~~~~~~~-~~~~-‘~ r/ “V, Y ;;G,” 4’ zr i _,: b.6 i * ‘.‘cj -I________.__ e,jz~~~~,;~,~~~~-~~~~~~~~.~~~~~~~~~~~~~-,~~ I_ 
Generic Alphal-proteinase inhibit& (human) Trade 
Name: 

NGNE ASSIGNED’ 
Name: 

Designated 
Indication: 

For slowing the progression of emphysema in alphal-antitrypsin defkient patients. 

Sponsor: Aventis Behring L.L.C. 
Address: 

Date Designated: 1 l/24/1999 
1020 First Ave. 
PO Box 61501 

Market Approval Date: Not currently Approved 

King ofprussia PA 19406-0901 - “) i ., ” 

----------I--------------------------i-----~-~~“-~~ ____- i,r,i’--,.-;,‘-~~ii;~~,,~ -&-Lp.r$~,~, < “. - ,.“j j*:+.* ________ *,,,~.~~-~~~;~.. * :-7 */ - cc . I, _ ----.----i-C.S------;-, 
Generic Alronidase 

- i(.“. .,c “~,~~~-~~~~~~~~~~-~---,- 3.: ,’ I 
Trade 

Name: 
Aldurazyme 

Name: 
Designated 
Indication: 

Treatment ofpatients with mucopolysaccharidosis-I. 

Sponsor: BioMarin Pharmaceutical, Inc. 
Address: 37 1 Be1 Marin Keys Boulevard Suite 210 

Date Designated: g/24/1997 
Novato cA .g4949-~608 . Market Approval Date: I I * “‘ .-r. Not currently Approved 



Generic Altretamine 
Name: 

Trade Hexalen 
Name: 

Designated 
Indication: 

Treatment of advanced adenocarcinoma of the ovary, , _lL,,j 

Sponsor: Medimnnme Oncology, Inc. 
Address: One Tower Bridge 

Date Designated: 2/g/1984 

100 Front Street, Suite 400 
Market Approval Date: 12/26/1990 

West Conshohocken PA 19428 ” 
““---------------------*-~-----~----------~.--~~‘~-~~--~-~-~~~~~~~-~~~-~~ *‘.&a &# &&y&.-i& .:* , i,%Y<,. :,*: it...i.G ^ -* --~-“-------,-,,---,,ii. r-.“,,. :,,>. *.: Jr., .2&i::rr. r’,,&&‘ii;r:.ba, :~~n”~~,,“*.~,~.~~: .~~& m-m-e --_- i-----r-d-,e _____--_ .,,&3*: ‘,+ 

Generic Amifostine Trade 
Name: 

Ethyol 
Name: 

Designated 
Indication: 

For use as a chemoprotective agentfbr’cyciophosp&&de’in the ri;e&ent $&&&d ovarian carcinoma. 

Sponsor: Medimmune Oncology, Inc. 
Address: 35 West Watkins Mill Rd. _ 

Date Designated: 5/30/1990 

Gaithersbtirg MD 20878 
Market Approval Date: Not currently Approved 

Sponsor: ^ -Medimmune Oncology, Inc. 
Address: 35 West Watkins Mill Rd. 

Date Designated: 1 l/24/1998 

Gaithersburg MD 20878 
Market Approval Date: Not currently Approved 

Sponsor: Medimmune Oncology, Inc. 
Address: 

10/4/1999 
35 West Watkins Mill Rd. -’ - ’ 

Date Designated: 

Gaithersburg MD 20878 
~ - MarketApproval Date: ^ Not currently Approved 

Designated 
Indication: 

For use as a chemoprotective agentfor cisplatin in the treatment of metastatic melanoma. 

Sponsor: Medimmune Oncology, Inc. 
Address: 35 West Watkins Mills Rd. 

Date Designated: ,/ y ,.... _.~ 5/30/1990 

Gaithersburg MD 20878 
Market Approval Date: Not currently Approved 



Generic Amifostine Trade Ethvol 
Name: Name: * 
Designated 
Indication: 

For use as a chemoprotective agentfor cisplatin in the treatment of&ivanced ova+ian carcinoma. 

Sponsor: Medimmune Oncology, Inc. Date Designated: 1 
*. “,, c/ I _* 

5/30/199b ” 
Address: One Tower Bridge Market Approval Date: 121811995 

100 Front Street, Suite 400 
West Conshohocken PA 19428 

-----------------------1------1--1---------------------~------~--~-------~------~--.--~---~~-~-~~~-~-~~~~-~~*~~~~~~ -~~~~s1-~i-*iiiiii~~~~-~~~~~~---i-- * j 
Generic Amifostine Trade 
Name: 

Ethyol 
Name: 

Designated 
Indication: 

Reduction of the incidence of moderate to sat&e xerbstomia in pati& undergoing post-operative radiation 
treatment for head and neck cancer. 

Sponsor: Medimmune Oncology, Inc. Date Designated: I 5&2/1998 
Address: One Tower Bridge 612411999 

100 Front Street, Suite 400 
Market Approval Date: 

Conshohocken PA 19428 
-----------“----------I------I------------------.~----~~~-~--.-~-------,--.-~~~-=--~-----~---~~-~-~-~---~--~-~-------~---~~---~------~-~-~-~~--~--~~~---~~-~---‘. 

Generic Aminocaproic acid Trade 
Name: 

Caprogel 
Name: 

Designated For- the topicai treatment of traumatic hjphema of the eye. 
Indication: 
Sponsor: Eastern Virginia Medical School Date Designated: l/6/1995 
Address: Department of Ophthalomology 

880 Kempsville Road, Suite 2500 ” 
Market Approval Date: . . , , ., , Fat currently Approved 

NorfolkVA 23502-3990 ’ ~ “” 
--------------------------I-------------------------~-------------------*---~---“-----------~----=---~-‘-~~-~~~-~*~--------~----~---~~------=-~~--~”-~.-~-~~~~~- -1’ 1, 

Generic Aminosalicylic acid 
*, . 

Trade ” _ Paser Grauules ‘” 
. . .;, 

Name: Name: 
Designated Treatment of tuberculosis infections. 
Indication: 
Sponsor: Jacobus Pharmaceutical Company 2/19/1992 
Address: 37 Cleveland Lane 

Date Designated: 
Market Approval Date: 6/3@1994 

P.O. Box 5290 
PrincetonNJ 08540 

------------------I-------------”----”------------------~.--~~~-----~~~~-~~~~-~~-~~-~-----~-~-~.-~-~---~-..-=--~--~~~-~-~~~-~~~~~~--~.-~~~----~~~~~-~~~-------.~~~~- ” 
Generic Aminosidine Trade 
Name: Name: 

Paromomycin 

Designated Treatment of visceral leishmaniasis (kala-azar). 
Indication: 
Sponsor: Kanyok, Thomas P. Pharm.D. 919il994 _. 
Address: University of Illinois at Chicago College of 

Date Designated: 
%&rket Approval Date: 

833 South Wood Street (r&886) Rm. 176 
. .,. ‘I , “. .I Not currently Approved ,. ^ _ 

Chicago TL 60612 ., * -. 



I 

Generic Amiaosidine Tradle 
Name: N&e: 

Gabbromicina 

Designated 
Indication: 

Treatment ofMwobact&um avium c&kpiex. 

Sponsor: Kanyok, Thomas P. PharmD. 
Address: University of Illinois at ‘Chicago College of 

Date Designated: 1 l/15/1993 

833 South Wood Street (m/b886) Rm. ‘1% ’ 
Market Approval Date: -I ,._ 1. Not currently Approved 

Chicago IL 60612 
----------------------------------*--------~------~---~-~~~~~~ -,;.=r‘ii~~~~~~--~~~~~~~~~~~~~-~~~.~~~~-.~~~~~~~~ -~~~~~~~~~~~~~~~~~~~~~~~~~~~“ I --~&.g&&&“&~*~~p~s&~e ;“, ii. 

Generic Aminosidine Trade Gabbromicina 
Name: Name: 
Designated Treatment of tuberculosis. 
Indication: 
Sponsor: Kanyok, Thomas P. Pharm.D. 3m1993 
Address: University Of Illinois At ChiCago College of 

Date Designated: ” ‘flGg;~xKio+&D~t~ w{t <$CqGtii Kitir&Ged I,. 

833 South Wood Street (n&886) Rm. *176’* .‘. 
...Dll~i,l,.,.sL..il. ),“, . . 

Chicago IL 60612 
-------------------------------------------~---.--~-~~---.----~---~.~~~--~~~~~-~~~~~*‘.‘” * __-_._ -~,.~~~L,~~~,~~~-~~~~~~~~~.~~~~~~~~~~,~~~~~~~~ ..z: _-___ *&&*&&“!*‘:. ,:iry; 

Generic Amiodarone Trade 
Name: 

Amio-Aqueous 
Name: 

Designated Treatment of incessant ventricular tachycardia. 
Indication: 
Sponsor: Wyeth-Ayerst Research _’ ’ ‘. Date Designated: 8/1?/1993 
Address: PO Box 8299 

Philadelphia PA 19101-8299 
Market Approval Date: ..~ “/ ” Not c,nrrently Approved 

-------------------.--------i-----i-~ ---j-;-~;~~~Ll~i~~~-~-~~~~~~~~~~~~~”~~~~~-.~~~~~“~~~,~~~~~~. I ..a,., --,,,&*&;&b:<&p .~“iliili8~csi ~~~~~‘~~~~~~~~~~~~~~~~~~ ?i.di’ 
Generic Amiodarone HCl Trade ‘Co&&one 
Name: Name: 
Designated 
Indication: 

For the acute treatment and prophylaxis of life-threatening ventricular tachycardia or ventricular fibrillation. 

Sponsor: Wyeth-Ayerst Laboratories Date Designated: 311611994 
Address: P.O. Box 8299 81311995 

Philadelphia PA 19101 
Market Approval Date: 



Generic Amphotericin B li@i cotiplex ^ . 
Name: 
Designated Treatment of invasive fungal infections. 
Indication: 
Sponsor: Liposome Company, Inc. 
Address: One Research Way 

Princeton NJ 08540 

*&je dh~lcat 
N&e: 

Date ]?esignated: 12/3/1996 
Market Approval Date: lo/i811996 

Sponsor: Roberts Pharmaceutical Corp. nsltP npcimatpd- 

Address: Meridian Center II’ 
- ..L” Y’Y’pUrrrU. 

/;I1 1 I1 QQ4 
“I1IIAI”J 

Ms;rkpt A nnrt~v~ Date : 

4 Industrial Way West 
-.-TA’.,’ “ry.7 Not currently Approved 

Eatontown NJ 07724-2274 

Designated 
Indication: 
Sponsor: 
Address: 

Treatment of essential thrombocythetiia, 
Name: 

Roberts Pharmaceutical Corp. 
Meridian Center III 

Date Designated: l/27/1988 
$&&et Approval Date: 3/14/lB97 _ 

6IndustrialWay’West ‘.’ 
,l., _-, 

Sponsor: Roberts Pharmaceutical Corp. Date Designated: 7/14/1986 
Address: Meridian Center II Market 

4 Industrial Way West 
Approval Date: ,” ‘_.. Not currently Approved 

Eatontown NJ 07724-2274 

Designated For the enzymatic debridement of severe burns. 
Indication: 
Sponsor: Genzyme Corporation Date Designated: l/21/1992 
Address: One Kendall Square 

Cambridge MA 02139 
Market Approval Date: Not currently Approved 



Generic Ancestim 
Name: 

Trade. Stemgen 
Name: 

Designated For use in combination with j?igrastim to decrease-the number of&$eses required to collect peripheral blood‘ ” ’ 
Indication: progenitor cells capable ofprovidingrapid multi+ineage hematopoietic reconstitution following 

myelosuppressive or myelijablative therapy. 
Sponsor: Amgen, Inc. 
Address: One Amgen Center Drive 

Date Designated: 7/5/1995 

Thousand Oaks’CX 91320-1799 ‘ 
Market Approval Date: ., _ ,. Not currently Approved 

-----------------I------“--------------------~--- __---_ i--i--i-*.-,,‘-i;i-i-~~~~~-~~~~ &ru~&.*i/&~~anw,~ _(_A< CE f -,,rr~~~-~~~~~*-~~~~.~~~~-~~., ““Q”Z ~~~*~wd&c~*..~‘; --i --.-------- i;e;;*?~&~,p.:’ :a :? 
Generic Ancrod Trade 
Name: 

Viprinex 
Name: 

Designated 
Indication: 

TO establish and maintain anticoagulation ‘in heparin-intolerant patients undergoing cardiopulmonary bypass. 

Sponsor: Knoll Pharmaceutical Company 
Address: 3000 ContinentalDr., North 

Date Designated: 
Market Approval Date: 

10/20@89 

Mt. Olive NJ 07828 
Not currently Approved 

----------------------------------.------.---------------~-~---------~---~~-~~~~~~~~~~ --&&-&a*.mLiii”- ;r~~;~-~~‘..~~-;~~~~~~~~~~~-~~~~~~~~-~-~~~~~-.~~~,~-.~~~~~~~~-~~~ ._=, ., : 
Generic Angiotensin l-7 Trade NONE ‘ASSIGNED 
Name: Nanie: 
Designated 
Indication: 

Treatment of neutropenia associated with autologous bone marroti’transplantation. 

Sponsor: Maret Pharmaceuticals Date Designated: 2/16/2000 
Address: 404 1 MacArthur Blvd. 

Suite 375 
Market Approval Date: Not currently Approved 

Newport Beach CA 92660 
~~-~-~~-~~ --- ____ -_-_- -_-_-----._--_._-__--_ ----il.~--iii-.~i;;~~~~~-~~~-~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-~~~ --~-~.~~~~~~~~~.-~~-~~ Li. .-*-- I i- .‘~‘~~~-~~~;~~~;,~.~ I-l . 

Generic Angiofensin 1-, I / *” .’ .- 0.j “, ’ “Trade ‘$&$!& “’ ),I_,__ , “.?.II \ - ._ .’ 

Name: Name: 
Designated Treatment of myelo&splastic syndrome 
Indication: 
Sponsor: Maret Pharmaceutical Corporation Date Designated: 

8,s7200i . , L l., . . . . . 

Address: 404 1 MacArthur Boulevard Suite 375 
Newport Beach CA 92660 ” 

Market’ Approval Datei Not currently Approved 

Designated Treatment of myelodysplastic syndrome (MD@ 
Indication: 
Sponsor: SangStat Medical Corporation Date Designated: 9/6/2000 
Address: 6300 Dumbarton Circle 

Freemont CA 945% 
Market Approval Date: Not currently Approved 

18 



i 

Generic Anti-thymocyte serum 
Name: 

Trade 
Name: 

Nashville Rabbit Anti-thymocyte Serum 

Designated Treatment of aliografi rejection, including solid organ (kidney, liver, heart, lung, and pancreas) and bone marrow 
Indication: transplantation. 
Sponsor: Applied Medical Research 
Address: 1600 Hayes Street 

Date Designated: 6/2/1993 

Nashville TN ‘37203 
Market Approval Date: Not currently Approved 

Sponsor: Children’s Hospital 
Address: 700 Children’s’Drive 

Date Designated: 312311989 

Columbus OH 43205 
Market Approval Date: _. Not currently Approved 

Sponsor: Alpha Therapeutic Corporation 
Address: 5555 Valley Boulevard 

Date Designated: 

Los Angeles CA 90032-3520 
Market Approval Date: 

l/5/1996 
Not currently Approved 

-------------------------‘---i---------------~--*-----~-~~-~~---~~~~~~~~~-~~ i~;~~,-~~-:;~~~~~~~~~~~~~~~~~~~~~~~~~ -* _ _ “I_‘ i- ____ *---il-i;“~~~~~~‘~~~~-~~~~~~~~-~~~~~~~~~~~~ j iY”* bl --a 
Generic Antihemophilic factor (recombind) 
Name: 

Trade Kogenate 
Name: 

Designated 
Indication: 

Prophylaxis and treatment ofbleeding in individuals with hemophilia A or for prophylais when sur@y is 
required in individuals with hemophilia A. 

Sponsor: Bayer Corporation 
Address: 1884 Miles Avenue 

Date Designated: 912511989 
Market Approval Date: 212511993 

Elkhart IN 46515‘ 
. 

~-~~~-~~-~--~~~~--~~~---~~~~-~~- ____- ---‘--------~---~i-.-~~~~~-~~~~~~~~~~~=. * - ,“L”,“. I**. __-___-. m-~~~~~e‘~~-~~~~~~~~~~~~~-~~-=~~~~~~~~~~~~~~.~”~ Y<W**^,-i ti ~~,‘h:w*~*.l is.’ c -------lL7--*--------- 
Generic Antihemophilic factor (rkombinzkt) 

“, ,, ,, . 
Trade ’ ReFacto 

Name: Name: 
Designated For the control andprevention of hemorrhagic episodes andfor surgical prophylaxis inpatients with hemophilia 
Indication: A (congenital factor KU dejciency or classic hemophilia). 
Sponsor: Genetics Institute, Inc. 
Address: 87 CambridgeI%.rk‘Drive 

Date Designated: 21811996 ,,, 

Cambridge MA 02 140 
Market Approval Date: Not currently Approved 



/ j 

Generic 
._\ . 

Antihemophilic factor/van Wfllebran4 @w,cgmplex 
& 

Trade 
Name: Ab”-‘-~“w~ (human), diied;pasteuruzed ‘. 

‘H&x&-P 
Name: 

Designated 
Indication: 

Treatment and prevention of bleeding in hemophiIiaA (class&al hemophiiiaj in ad&patients; and treatment of 
spontaneous and trauma-induced bleeding episodes in severe von Will&and disease, ‘and in mi[d and moderate 
von Willebrand disease where use of desmopressin is known or suspected to‘be inadequate in ad&t and pediatric‘ 

Sponsor: Aventis Behring L.L.C. 
Address: 

Date Designated: l&16/1992 
1020 First Avenue 
PO Box 61501 

Market Approval Date: 4/l/1999 

King OfPrussia PA 19406-0901 
-------------------------------iy ----------- i-~~.~;,,~;~~~~~~~~~~~~~~~~~~~~~,~~~~~~~~~~*~~~~~~-~~~~~~~~~~~~~~“~~-~~~~~~~~~~~~~~~~~~~,.”, ii-+ w i- 

Generic Antithrombih III @Gnati) 
i “._ ~&‘,~&&&&?gz~~~~~~‘> __ ----,- +t&g&,:i,$:&: r 

Trade 
/.dafiv .” ^.,j _‘C .‘. 

Name: Nanie: 
Designated For the treatment ofpatients with hereditary aniithrombin irrdeji$ency in’ donne$on’with surgTG&r obstet&ai“‘ . ..* _,,, I Indication: procedures or when they suf$i-frbm thromboetibd?i~T ’ ‘. ” 
Sponsor: Pharmacia & Upjohn AB Date Designated: 2/S/1985 
Address: Lindhagensgatan 133 

SE-l 12 87 Stockholm 
Market Approval Date: ‘lili311989 ,. 

Sweden SE 
------------------------------------------~----~-------~-~-~~~.~~-~ ;ii;c~~iii~~;~-i-~~-~~~~~~~~~~~~~~-~~~~,. da.. .? ,;, , +_ .q .“-u _; * . . j. we.,. .iii* ,..h_ ^. -, 2. j_‘ :v.-,.v. 2% >: ,: 

Generic Antithrombili III (hunian) _ 
i--~-r-*5r~.-~-l---P--~--*~~----~~-~~---~-~*-- 

“ I I’ ‘Trade ~ “‘ Thrombate LIL .’ . 
._“,. 

Name: Name: 
Designated For replacement therapy in congenital de$ciency OfA~~sifdryr~veniion and treatment of thrombosis and 
Indication: pulmonary emboli. 
Sponsor: Bayer Corporation 11/3r;/l4QA 

Address: Pharmaceutical Division, Biological Products 
Date Desipnntrd. 
Mirket a’n 

400 Morgan Lane 
New Haven CT 06516 

--___-----_------_----------------.---* -I-.. e ___--_ ~iii-i----;s~~~~~~~~-~~~~~~-~~-~~,” ,~-~~-~~~~~,~~~~~~~~‘~~,,~.“~~~,~ .a L i #,sP*” ------- h~~~~~~~~~~~~~~-~~~~~~~~~~~~~~~~~~~’,’ k 
Generic Antithrombin III (human) concentrate IV Trade 
Name: 

Kybernin’P 
Name: 

Designated 
Indication: 

For prophylaxis and treatment of thromboemboiic episodes in patients with genetic AT-III dejkiency. 

Sponsor: Aventis Behring L.L.C. Date Designated: 7/i/1985 
Address: 1020 First Ave. 

PO Box 61501 
Market Approval Date: ,. Not currently Approved 

King of Prussia PA 19406-0901 
, _ _. 

-----------I--------~------------------------------.---~--~-~~~~-~-~~~~~~~~~=~~~“’ -f~~,,;.~~*~~~~~~.~~~~,~~-~~ _______ ~~~~~~~~~~~~~~~“~~~“~~~~.~~~~~;~,~~~~;;;i,~~~- ‘,C:il L v “9.^, * I3 
Generic AntithrombinlII”hGtian . Trade 

.’ 

Name: 

knti.&!‘!‘-bin III h.m ~ 

Name: 
Designated 
Indication: 

Preventing or arresting episodes of thrombosis ki patients’with congenital A‘T-III deJicien& and/or to prevent the 
occurrence of thrombosis in patients with AT-III de$ciency who have undergone trauma or who are about to 
undergo surgery or parturition. 

Sponsor: American National Red Cross 
Address: 93 12 Old Georgetown Road 

, Date Designated: i/2/1986 

Bethesda MD 20814 
Market Approval Date: Not currently Approved 



Generic Antivenin, crotalidae polyvalent immine Fab (ovine) 
Name: 

Trade CroPab 
Name: 

Designated Treatment oj env&omati&& injlicted by &o>&A~e&&~ cro~al~d$akes.l I 
Indication: 
Sponsor: Protherics, Inc. 
Address: 1207 17thAve. S., Suite 103 

Date Designated: l/12/1994 

Nashville TN 37212 
Market Approval Date: 10/2/2000 

Designated 
Indication: 

Treatment of acute graft-versus-host disease in patients undergoing bone marrow transplantation. 

Sponsor: Ariad Gene Therapeutics, Inc. 
,. 

Address: 
Date Designated: 1 l/24/1999 

26 Landsdowne St. 
Cambridge MA 021394234 

Market Approval Date: Not currently Approved 



Generic Apomorphine HCI 
Name: 

$p& 
Nt&l? ASSfGNl?!D ‘- 

Name: 
Designated 
Indication: 

Treatment ofthe on-ofl$uctuatjons a.&ocjated with late-stage Parkinson’s disease: 

sponsor: Mylan Pharmaceuticals, Inc. 
Address: 78 1 Cl-&n& Rid@ ‘Rd. 

Date Designated: .i ,__ 412211993 

PO Box 43 10 
Market Approval Date: Not currently Approved 

Morgantown WV 26505-43 10 
-----w----I--- __-I I--------i---l -__--I- ;-i-i;i,,,~-a,~:-l~~--~~~~~-~*=~~~~~~~~~~~~~~~ “-k.; ~@**.” ebb* , ______ _._-__ ~,~‘~~~~~~~~~~~~~~~~~~~~~~~~~ ~4&&~&&~. -i -,-,,.*-i,,,,-- :*:L4,r?**? 1 e.:,, .is 4”:* ” 

Generic Aprotinin Trade 
Name: 

Trasylol 
Name: 

Designated 
Indication: 

For prophylactic use to reduce perioderative blood loss and the homologous blood tr&$usjon requirement in 
patients undergoing cardiopulmonay bypass surgery in the course of repeat coronary arte y bypass grafl surgery, 
and in selected cases ofpriintay cordnay arte y bypass gra$ surge y where the risk of bleeding is e@e&lly high 
(impaired hemostasjs) or where transfusion is unavailable or unacceptable. 

Sponsor: Bayer Cdrporation 
Address: Pharmaceutical Division 

Da& @es&ate.& 1 l/17/1993 
Market Approval Date: lif29119‘93 

400 Morgan Lane 
West Haven CT 06.51‘6 

‘_, _. . _^. . ., ~. 

--------------------____l_________l*_L__ -___- r-i--~3-i-~~~~-~- ~~~.i~~-~~~~~~~~~~-~~~‘..‘,,“~’ ?tn,-‘il’iir-i,.~V ) **x:-.r*“t*; . .~.~p-‘“~‘.~~“,““;~~~ , ,““:‘,*, “‘?D iiir”3’:r -*---*-----~,r-i,-,.-~~~-~-~ -*-i--i __-__ _ .:.~~&&&&+‘. ‘^? ^ 
Generic Arcitumomab Trade 99m Tc-labeled CEA&Bn 
Name: Name: 
Designated _, --_.. . _..” 

Indication: 
Diagnosis and localization ofprjmay, residual reliant &J motnctntir mo~rnn.+,t th*lvniA Cnw~iufi-~ I.._ I~.“L”YIU..” ““““““‘y M‘JVr “IL4 t,ur L‘,‘“,,‘U. 

Sponsor: Immunomedics, Inc. 5/10/1996 
Address: 300 American Road 

Date pesignated: 

Morris Plains NJ 07950 
Market Approval Date: Not currently Approved 

Sponsor: Perrine, Susan P., M.D. Date Designated: 4/7/1992 
Address: Boston University 

Cancer Research Center 
Market Approval Date: Nbf dti~ntly ApproV&d 

Boston MA 02118 
-----------------I----------------- -I_- ii--i-------a;ii;~“~~-~--~~~-~~~=~~~~~~~~~~~~~-““;.~ ------- ~~~~~~r;l-;r;.~~-~~~~~~-,~.~~~~~ .a -’ i-if,;i;;~ 7 i’*.‘i-&A.;i~,‘ ,:: t. h ;a. I 4, -W.L--I--- 

Generic arsenic Tradk Triseiox 
Name: Name: 
Designated Treatment of acute myelocytji: ‘leukemia ‘subtypes A&O, MI; A&!; Mlr, ~&I, ~%!6 &%A$? i..” “al_. “I _’ ’ 
Indication: 
Sponsor: Cell Therapeutics, Itic. 
Address: 201 Elliott Avenue West 

Da@ tie&&ted: 1 l/2/2001 

Suite 400 
Market Approval Date: Not currently Approved 

Sea&e WA 98119 
__________l__l__________l_____l_” ____-_____-_______ ~-I -,----- -i ____ iir;i;-.-~r;i,-~~-,,i~~-~~~~-.~~,~~.~~~~-.~~~~~~~ a,,-, -*i ________________L____ i,,,L:;~~~~~~~~~“;r” ri-i irl_r’**. I, -..*se..-r-** I---./“-a-s ..,*a is:. 

I. 
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I i 

Generic arsenic trigxide Tracib 
Name: 

Trisenox 
Nanie: 

Designated Treatment of chronic myeloid leukemia 
Indication: 
Sponsor: Cell Therapeutics, Inc. 
Address: 20 1 Elliott Avenue West 

??tq-Designated: 10/18/2001 

Suite 400 
Market Approval Date: Not currently Approved 

Seattle WA 98119 
--------------*-L---~~--l--i--rrr-i C;t-;ik~~~~-~~~~~~~~~~~~“,~- _____ &bw&7#@ ii .-,a** &a> *ea. “3.i*aa&% 1 a,*, ‘) (e” m -~~.#~--1~~~ ~~*~~~~~~~*~s~i~~~~~,~~~~~-~~~~~~~~~~. ~~~.~~.~,~~~~~~~.~~a. -*%*-----h---I--- 

Generic Arsenic trioxide Trade Trisenox 
Name: Name: 
Designated Treatment of acute promyelocytic leukemia. 
Indication: 
Sponsor: Cell Therapeutics, Inc. 
Address: 

3/3/1998 
201 Elliott Ave. We& 

Date Designated: 
Market Approval Date: 9/25/2000 

Suite 400 
Seattle WA 98119 ” 

“-‘--“-----------------------I--------------~---~--~ ________ -ii*-.;i~~.-~~~~~~~~~~~~~.~~~~~~~~.~~~ x ,A iUA&Liix -n),e*L 3, ‘a ,, Ir~iiW,i,,‘~-u-rii5- *+,Adx .v ..a, r. * *--- -.-- -----------------“i--~*--~~--~-~~~~~”~~~~~:,~~% _ 
Generic arsenic trioxide Trade Trisenox 
Name: Nanie: “.’ 
Designated Treatment of myelodysplastk syndrome. 
Indication: 
Sponsor: Cell Therapeutics, Inc. 7/17/2000 
Address: 201 Elliott Avenue West 

fiate Designated: 
9/25/2000 

Suite 400 .’ -‘.. 
M%-ket Approv& Date: ._ 

Seattle WA 98119 

Generic Arsenic tridxide 
Name: 
Designated Treatment of multiple myeloma. 
Indication: 

----- 
Name: 



Generic Atovaquone Trade 
Name: 

Mepron 
Name: 

Designated 
Indication: 

Primary prophylmcis ofHIV;infected persons at high risk for de&lr$i~g Toxop&&a go&ii encep&lics. 

Sponsor: Glaxo Wellcome Inc. 
Address: 

Date Designated: 3/16/1993 
5 Moore Drive 
PO Box 13398 

_ Market Approval Date: Not currently Approved 

Research Triangle ParkNC 27709 ” 
,, ._ . 

___________________----------- * --------- i __-__ ---r*~~.~,-;~-~~,=-~~~~~~~~~-:~~~~~~~~~.:~ ..- xniaw-;cr*., -e a*>. -r----,-,,,-i-~-~=---~-~---,-,,,,, -0 we*.; “P‘~~~%,~&~\,,iiey: ( ~~i-~;~~~~~~~~~~~~~~~~~~ :‘a&“* - 
Generic Atovaquone Trade 
Name: 

Mepron 
Name: 

Designated Treatment and suppression of Toxopl&&a j&hi:i %+&&%~. ‘.’ ’ 
Indication: 
Sponsor: Glaxo Wellcome Inc. 3/16/1993’ ‘ 
Address: 5 Moore Drive 

Date Designated: 

PO Box 13398 
Market Approval Date: Net currently Approved 

Research Triangle Park NC 27709-3398 i 

--_--_------------_-____________I -_.-_ --~-i---i-;ic*~~~;~~~~~-~~~~~~=~~ ~~.*a~*w&~~~* _- c I *I ---- ~>&.g&,*&****&,i ii-T ~*ici~~~~;-~~~~~-“~~~. , , .ts~,Y c,, 0 // II c,&,i-----,s,, d ,g,.;:r; “iciri.l:a&;..&& ;1s \-r. 
Generic Atovaquone Trade 
Name: 

Mepron 
Nmie: ‘. 

Designated 
Indication: 

Prevention of Pneumocystis cbinii ptieumonia’(PC@ in i&gh&,,k, &~V%fe&edpatiei;2s defined i;jl ti $&itir;j;; 6;Jf 1 ~ “’ - N. .*.,._^ 6. x one or more episodes of PCP and/or a p~ri~ht%il ‘CDs+ ‘@? ~~~~~~~;r;;ce;~i~~p~ocyte count iesi than & equal to 
Spbnsor: 
Address : 

Glaxo Wellcome Research and Development _” _._ 

5 Moore Drive 

Date fiiiignaiia:, I I Qfj,lggi 

Market Approval Date: l/5/1999 
PO Box 13398 
Research Triangle Park NC 27709’ ’ 

., ., 

------m------ -_____ I-..ti--d-b-i-e*‘-______ i-Li---Liii-ii~~~~~~~~~~, ““l-5 ---~-~~~~-~~~i~~~~~~“~~~ .,“.J\. &,.a \.a a .a.,. a. * ___ i--*i-rk~~*~~~~~~~~~“;; e-rl*i ,~~:l:rr~~~~~~~~~~~~~~~~~~~~~~-~.~~~’~~”~ 
Generic Atovaquone 
Name: 

Trade 
Nan& 

Mepron 

Designated Treatment ofAIDS associated Pneum&ystis Carinii P&urn&h a 
Indication: 
Sponsor: Glaxo Wellcome Inc.. 

: j. ,j “_I 
9Eoh990 _ 

Address: 5 Moore Drive 
Date Designated 

Research Triangle Park NC 27709 
Market Approval Date: 1 l/25/1992 ^ 

-~~~~~---~ - ------- e* _---I___ ill -__---. _-__ -t-‘i----‘~-b-*,~-~--~~~~~-~~‘~~ -r;;~,;ys~~l*~&p&&*~ r”iii.r,*-*ir~c..Y ,.. , L 1 d..------d&d-Z%i-Lir ---“-----“---~i~;---~---~---~~.~*~~,~~~~~~~-~= 4. I’- .%:’ /.‘Xll;,M, ,~xi*.~ ;‘(-“r”” ~*~~l(“...~,rl”,.*rl‘. e--e::. .I . -.r*‘*~ *c -.L ,. 
Generic augmerosen _‘_ .‘. 

Trade Gem&se 
. _ 

Name: 
l Name: 

Designated Treatment of multiple myeloma 
Indication: 
Sponsor: Genta Incorporated 8/28/200 1 
Address: Two Oak Way 

Date Designated: 

Berkeley Heights NJ 07922 8‘ Market Approval Date: ._a., _^ Net currently Approved 



Generic augmerosen 
Name: 
Designated Treatment of acute myelocytic leuke& 
Indication: 

D”.lU” 

-_- 

Trade 
Name: 

Sponsor: Genta Incorporated 8i2812001 
Address: Two Oak Way 

Date Designated: 

Berkeley Heights NJ 07922 
Market Approval Date: Not currently Approved 

Sponsor: Genta Incorporated 
Address: Two Oak Way 

Date Designated: 8/28/200 1 

Berkeley Heights NJ 07922 
Market Approval Date: _, Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

For adjuvant therapy in melanoma patients with surgically resectable lymph node metastasis (Stage ZI and 
limited Stage IV diGa.Ge). ” * “. 

Avax Technologies, Inc. Date Designated: 
9200 Indian Creek Parkway 

2/23/!999 

Building 9, Suite 200 
Market Approval Date: Not currently Approved 

Overland Park KS 66210 
-----------------.-------l---L--”------- -i”~~~~~i;~-;iiL~~~~~~~~-~~~-~~~~~~~~~~~~~~~~~~~~~~ -----*-,e,,,,,,,,,,,-~~~~~~~ i-i-- *’ -.-.*L ,,..- c “6 i V1IP,.“A, .*-r&e. -ii 

Generic Autolymphocyte therapy Trade NONE ASSIGNED 
Name: Nanie: 
Designated Treatment of renal cell carcinoma. 
Indication: 
Sponsor: Cytogen Corpcration Date Designated: 711211994 
Address: 600 College Road Past 

CN 5308 
Market ApprovalDate: Not currently Approved 

Princeton NJ 08540-5308 
~~~~~~--~~~~~-----~~~-~~---~~~~~---~~~--- -____ -------Li -_-__ -;-------;-;--i-‘;“t~-~--.~~---~-~~-~-~~~-~-~-~~-~~-~~~~~~~~~-.~-~~~-~~~~-.-~“~-.~-~~~‘~~~~~-,~.~~-~..,,. -’ 

Generic azacitidine Trade NON-d ASSIGNED ’ 
Name: Name: 
Designated Treatament of myelodysplastic syndromes / 
Indication: 
Sponsor: Pharmion Corporation 
Address: 4865Riverbend Road 

Date Designated: 12/3/2001 

Boulder CO 80301 
Market Approval Date: Not currently Approved 
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Generic Azathioprine Trade 
Name: 

1mu.ra.h 
Name: 

Designated 
Indication: 

Treatment of oral manifestations of graft-versus-host disease. 

Sponsor: Oral Solutions, Inc. Date. l+ignated: 9/14/1999 
Address: 787 Sev&h Ave., 48tliFloor 

New York NY 10019 
Market Approval Date: Not currently Approved 

Sponsor: Human Genome Sciknces, Inc. 2)21/2001 
Address: 9410 Key West Avenue 

Date De&mated: 

Rockville MD 20850 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of antibiotic-associated~seudomembranous enterocolitis caused by toxks A and B elaborated by 
Clostridium dtfflcile. 

. ” 

A. L. Laboratories, Inc. Date Designated: 3/X3/1984 
One Executive Drive 
P.O. Box 1399 

Market Approval Date: Not currently Approved 

Fort Lee NJ 07024 

Designated 
Indicatio& 

Treatment of intractable spastic@ caused by spinal cord injury, multiple sclerosis, and other spinal diseases 
(including spinal ischemia, spinal tumor, transverse mvelitis, cervical spondylosis, and degenerative myelopathv). 

w 

Sponsor: 11/10/1987 
_ _ ._ 

Medtronic, Inc. 
Address: 

8oo.53~ Aviiue N.E.” .- 0 :. _ Date Designated: ^, ,,,. _ .l_l”.. *.Iw* 
Market Approvd Date: 6/25/i992 

Minneapolis MN 55432 

Sponsor: Medtronic, Inc. Date Designated: 912611994 
Address: 800 531-d Avenue N.E. 

P.O. 1250 
Market Appro&l Date: Not currthly Approved 

Minneapolis MN 55440-9087 
-------------*-------------------.---.----~----*----~-“---.~---,--~--.-~-~~-~~~-~-~~~~~~~~~~ 1 __ X, -. r .~,i;;~,,~-ii,~,-~,~~~~~~,--~~~~~~~~~~~--:~~~”~~~, _. .a L ;( N&z*& I$*>:a 4. 
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Generic Baclofen NONE ASSIGNED 
Name: 

Trade 
Name: 

Designated Treatment of intractable spastic@ due to multi$e sclerosis or spinal cord injury. -_. 
Indication: 
Sponsor: Infbaid, Inc. 
Address : 

Date Designated: 12/16/1991 
1400 Providence Highway 
Norwood MA 02062 

Market Approval Date: Hilt’ currently Apprcved’ 

Generic beclomethasone 17,21-dipropionate 
Name: 

--m-v 
Name: 

Designated Prevention of gastrointestinal graft-versus-host disease 
Indication: 
Sponsor: Enteron Pharmaceuticals, Inc. Date Designated: S/28/200 1 
Address: 1680 Michigan Ave. 

Suite 700 
Market Approval Date: Not currently Approved 

MiamiFL 33139 
------m _--- ---------------------------------------~-----~~--~~~--~~~-~~~~-~~~-~-~“-~-~~=~~~-~-~~~~~~~~~~~~-=~~~~~~~~~~~~~~~~~~~~~.~~~~~~~~~~~~~~-~ ,,,*,;&“&;& _” I ‘” 

Generic Beclomethasone dipropionate Trade NONE ASSIGNED ” .’ ” 
Name: Name: 
Designated 
Indication: 

For oral administration in the treatment of intestinal gray-versus-host disease. 

Sponsor: George B. McDonald MD. Date Designated: 312711998 
Address: Fred Hutchinson Cancer Research Center 

1100 Fairview Avenue North (SC-113),PO“-“’ .’ 
Market Approval Date: 

‘.’ 
Not currently Approved 

Seattle WA 98109 ’ 

Designated 
Indication: 

For adjunctive therapy in the prevention and treatment of hyperammonemia in patients with urea cycle 
enzymopathy due to carbamylphosph&e^ s@thkas& o&h&$ h’afz&~6an$lase, or argininosuccinate synthetase 

Sponsor: B. Braun Medical Inc. l/21/1986 
Address: 2525 McGaw Avenue 

Date Designated: 
Market Approval Date: 12/23/1987 

P.O. Box 19791 
Irvine CA 92623 

27 
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Generic benzoate/phenylacetate Trade Annnonul 
Name: Name: 
Designated 
Indication: 

For the treatment of acute hyperammonemia and associated encebhalopathy in patients with de$ciencies in 
enzymes of the urea cycle. 

Sponsor: Medicis Pharmaceutical Corp. Date Designated: 1 l/22/1993 
Address: 8125 N. Hayden Road Market Approval Date: ‘tiof Currihl~ Approved 

Scottsdale AZ 85258 

------------------------------------------.--------------~-----------------~-.---.-------~--~-------------------~-~-~“~--~------~-~---------------~------~ I 
Generic Bkophenone-3, octylmethogycinnani’ate, av66;ehiiini; ‘” ‘Trade Total Block‘VL SPF 75 
Name: titanium dioxide, zinc kid& 

, 
N&e: 

Designated _ ..” _ ““i. “^’ For the prevention of visible light induced skin photosensiti&y &Y a restilt bfporjmer sodi~m~~hoiody~amlc _.I 

Indication: therapy 
Sponsor: Fallien Cosmeceuticals Ltd. Date Designated: S/13/2001 
Address: 677 W. Dekalb Pike Market Approva Date: 

Ring of Prussia PA 19406 

~Gi-..~tid~ .Atiird;.ed ). 

Designated Prophylactic treatment of oral mucositis resulting~om iad&iio$therapy for h&id Gi&&~ %&$.‘* *‘ , ” ‘. ” . i 
Indication: 
Sponsor: Angelini Pharmaceuticals, Inc. 5/i8/1998 
Address: 70 Grand Avenue ” 

Date ?pesignate& 

River Edge NJ 0766 1 
Market Approval Date: Not currently Approved 

Designated Assessing the risk of administrating penicillin when it is the preferred drug of choice in adult patients who have 
Indication: previously recei+edjeiiidGi and h&e ‘h- h&4$ ~~C!li&%l ~eti&&ity. 
Sponsor: Hollister-Stier Laboratories LLC Date Designated: 9/29/1987 
Address: PO Box 3 145 Market Approval Date: Not currently Approved 

Spokane WA 99220-3 145 

““““---“--‘---------------I-------------.---------~--------------------~~~-~----.--*---~~~----~-----~~-*-~------~--~~~~~--~-~~~~-~-~-~~~-~----------~~ / 

Generic Beractant Trade 
Name: 

Survanta intratracheal suspension 
Name: 

Designated Treatment of neonatal respiratory distress syndrome. 
Indication: 
Sponsor: Ross Laboratories Date Designated: 21511986 
Address: 625 Cleveland Avenue Market Aipro&l Date: 7/l/1991 

Columbus OH 43215 
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Generic Beractant W&iie~ Survanta Inbtrachetii Suspension 
Name: Name: 
Designated Treatment offuii-term newborn infants with respiratory failure caused by meconium aspiration syndrome, 
Indication: persistent pulmonary hypertinsion of the newborn, or pneumonia &d sepsis. 
Sponsor: Ross Laboratories Date Designated: 12/20/1993 
Address: 625 Cleveland Avenue Market Approval Date: Not currently Approved 

Columbus OH 43215 

Generic Beractant 
Name: 

* Trade 
Name: 

------__-__--__________I___________ 

Survanta intratracheal suspension 

Designated Prevention of neonatal respiratory distress syndrome. 
Indication: 
Sponsor: Ross Laboratories Date Designated: 21511986 
Address: 625 Cleveland Avenue Market ApprovalDate: 

7,i,19g1 “- . 

Columbus OH 43215 

----------------_-----------------------------------------------------------------------------------------------------~-------.---~-~--------------------------- 
Generic Beraprost Trade NONE ASSIGNED 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment ofpulmqnary arterial hypertension associated with any New York HeartAssociation classijcation 
(Class I, II, IIX cir n?. 

United Therapeutics Corporation 
68 T.W. Alexander Drive, PO Box 14286 
Research Triangle Park NC 27709 ’ 

Date Designated: 
Market ApprovalDate: 

412911999 
Not currently Approved 

-------------------------I--------------”----------------~---------------.----------------------~-------------------------~------------.~---~~----------~---- 

Generic Beta alethine Trade Bemthine 
Name: Name: 
Designated Treatment of multiple myeloma. 
Indication: 
Sponsor: Dovetail Technologies, Inc. 
Address: Bldg. 337, Paint Branch Drive 

College Park MD 20742 

Date Designated: 3/24/1997 
Market Approval Date: Not ctitiently Approved 

--------------------------------------------------------------------------------------------”--------*-*-----------------------~-----~---~------------------ 
Generic Beta alethine Trade ‘Betatf.ne - . 

Name: Name: 
Designated Treatment of metastatic melanoma. 
Indication: 
Sponsor: Dovetail Technologies, Inc. Date Designated: 3/24/I 997 
Address: Bldg. 337, Paint Branch Drive titik&f Abpfo+il Dic& 

Not currently Approved ” 
College Park MD 20742 



Generic Betaine iii;a&e Cystadane 
Name: N&e: 
Designated Treatment of homocystinuria. 
Indication: 
Sponsor: Orphan Medical, Inc. Date Design&d: 5/ 16/1994 
Address: 13911 Ridgedale Drive Market Approval Date: 10/25/1996 

Suite 475 
MinnetonkaMN 55305 

_-_______-______-_______________________---------------------------------------------------------------------------------------------------------------- 
Generic Bexarotene Trade Targretin 
Name: Name: 
Designated Treatment of cutaneous manifestations of cutaneous T-cell bmphoma in patients who are repactory to at least one 
Indication: prior systemic therapy. 
Sponsor: Ligand Pharmaceuticals, Inc. Date Designated: 6/18/1999 
Address: 10275 Science Center Dr. Market Approval Date: 12/29/1999 

San Diego CA 92 12 1 

------__---------__--_____l_________l____-----------------------“---------.-----.------------------------------------------------------------------------------ 
Generic Bindarit Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of lupus nephritis. 
Indication: 
Sponsor: Angelini Pharmaceuticals, Inc. Date Designated: 21311998 
Address: 70 Grand Avenue Market Approval Date: Not currently Approved 

River Edge NJ 0766 1 

-----------I-------------------------------------------------------------------------------------------------------------------------~------------------------- 
Generic Bis(4-fluorophenyl)phenylacetamide Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of sickle cell disease. 
Indication: 
Sponsor: ICAgen Inc. Date Designated: 3/2/2000 
Address: Ion Channel Advances Market Approval Date: Not currently Approved 

PO Box 14487 
Durham NC 27709 

----------------------------------II------------------~-------------------.-------------~---------------------------------------------------------------------- 
Generic Bispecific antibody 520~9x22 Trade NONE ASSIGNED 
Name: Name: 
Designated For in vivo serotherapy of patients with ovarian cancer, 
Indication: 
Sponsor: Medarex, Inc. Date Designated: 10/5/1993 
Address: 67 Beaver Avenue Market Approval Date: Not currently Approved 

A-dale NJ 08801-0953 
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Generic Bleomycin 
Name: 
Designated Treatment ofpancreatic cancer. 
Indication: 
Sponsor: Genetronics, Inc. 
Address: 11199 Sorrento Valley Rd. 

San Diego CA 92121-1334 

Trtide Blenoxane 
Name: 

Date Designated: 21911999 
Market Approval Date: Not currently Approved 

Generic Bleomycin sulfate 
Name: 

Trade 
Name: 

Blenoxane 

Designated Treatment of malignantpleural eflision. 
Indication: 
Sponsor: Bristol-Myers Squibb Pharmaceutical Date Designated: g/17/1993 
Address: P.O. Box 4000 Market Approval Date: 2/20/1996 

Princeton NJ 08543 

--------------------------------------------------------------------------------.------------------------------------------------------------------------------ 
Generic Bosentan Trade Tracleer 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment OfpuImonary arterial hypertension. 
Name: 

Actelion Life Sciences Ltd. Date Designated: 10/6/2000 
1840 Gateway Dr. Mark&t Approv&l Date: 1 l/20/200 1 
2nd Floor 
San Mateo CA 94404 

------------------I----------------------------------------------*-------------------------------------------------------“~-------------------------------*- 
Generic Botulinum toxin type A Trade Dysptirt _ 
Name: Name: 
Designated Treatment of dynamic muscle contractures in pediatric cerebral pahy patients. 
Indication: 
Sponsor: Ipsen Limited Date Desi@%ted: 10/20/1999 
Address: 1 Bath Rd., Maidenhead Market Approval Date: Not currently Approved- 

Berkshire SL6 4UH’ 
,. 

England GB 
----------I---------------------------------~-------------------------------------------------------------------------~----------------------------.---------- 

Generic Botulinum toxin type A Trade Botox 
Name: Name: 
Designated Treatment of cervical dystonia. 
Indication: 
Sponsor: Allergan, Inc. Dati’Designated: 8/2O/i986 
Address: 2525‘D’upbnt Drive 

), ., 
Market Ap$io&l D&e: 

12/21,2Doo 

P.O. Box 19534 
Irvine CA 92623-9534 
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Generic Botulinum toxin type A Ti& 
Name: 

‘Dysport 
Name: 

Designated Treatment of spasmodic torticollis (cervical dystonia). 
Indication: 
Sponsor: Ipsen Limited Date Designated: S/12/1998 
Address: 1 Bath Road Market Approval Date: Not currently Approved - 

Maidenhead, Berkshire 
U.K. SL6 4UH GB 

----------------I--------------I-----------------------*------~-~-----~-‘~---~ _--. i---r--L-liriir-riir-~~~-*~-‘-~ -____ Vii~~~~ri-i-r---CLL--iiirii-iiih---i:-~~.. ,“ 
Generic Botulinum toxin type A Trade Botox 
Name: Name: 
Designated Treatment of dynamic muscle contracture in pediatric cerebralpal.&&iti&ts. 
Indication: 
Sponsor: Allergan, Inc. Date Designated: 121611991 . _._ . 
Address: 2525 Dupont Drive Market Approval Date: 

P.O. Bdx 19534 
_..^ . Not currently Approved 

Irvine CA 92623-9534 
----------------------------L--------------------------~-~-~---------~--~~--~~~-~-~..-“---~-~~~~. ---ii~;-iJ~~;r,;;;,~~-~~~~~~~~~~~~~~-~~~~---~~-~-~~--“-.~~~~~’~ * 

Generic Botulinurn toxin type A Trade tiONP ASSIGNED 
Name: Name: 
Designated Treatment of synkinetic closure of the eyelid associated with VI %mG~‘netie a6e&ant ~egen&at&. 
Indication: 
Sponsor: Botulinum Toxin Research Associates, Inc. Date Designated: g/15/1992 
Address: 126 1 Furnace Brook Parkway Market Approval Date: Not currently Approved 

Quincy MA 02169 

-------------------------------------------~-----------------------“--------~*----------~----~---------~-----~~~~-~~-~-~~-~~~~-~~~~~~~--~~--~~----~~-~--’ (. -, 

Generic Botulinum toxin type A Trade 
Name: 

Dysport 
Name: 

Designated Treatment of essential biepharospasm. 
Indication: 
Sponsor: Porton International; Inc. Date Designated 

3/2yTigsg” ._ _ _ _ ,_, ;, . -. , 1 

Address: 1155 15th Street., N.W., #315 
.“,.. . ,. ” 

Washington DC 2OOO5 
Market Appr&~i Date: Net currently ‘Apprbved 

~~~-~---~--~~~-~~~~~__I___L______ I--__- --------------r,*,,,~~~~~.~~~-‘~~~~~~~-,~~----~~~-~,-~~~-.~~~---~~~~~~~.~~~~~~~~~~~~~~-~~~~-~~~ x. c,. I p”&.p&+&2&*“- .a&%, a .“‘~2;.*~.~.,*” - 

Generic Botulinum toxin tjlpe A Trade Botox 
Name: Name: 
Designated 
Indication: 

Treatment of strabismzk associated with dystonia in adults @at&nh‘~2 ye&s of aie aid above). 

Sponsor: Allergaq Inc. Date Designated: ~3/22/19&t 
Address: 2525 DuPont Drive Ma&t Approval Date: ii/29;li9;89 

P.O. Box 19534 
Irvine CA 92713 
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Generic Botulinum toxin type A Trade Botox 
Name: Name: 
Designated Treatment of bleph’tirospasm associated with dystonia in ad& /nnjj’enf.v I 3 WWYC nf noo nnll nhnxjo J 

Indication: 
(/----..-- --J--.y “J ..*” U,... WV”““,. 

Sponsor: Allergan, Inc. Date Designated: 3/22/1984 
Address: 

2525 Duljdrit~~~e. “. “I‘ 

P.O. Box 19534 
Market .Apprcval Date: 12/29/1989 ~. 

Irvine CA 92713 
--------h-------,,-,----------------~----~--~----~~---.--~~~~--~~-~~~.~~~~-*~~~=~.“~~-~--‘~~~~~-~~’ I“ ---r,-;~~‘-ii;i,“i~‘~~~~~~~~~~~~~~~~~’~~,,,~~. 1 x.6i-+9si*^b St -c-\- D~~~~-~~---- 

Generic Botulinum toxin type B Trade NeuroBloc 
Name: Name: 
Designated Treatment of cervical dystonia. 
Indication: 
Sponsor: ElanPharmaceutica.ls, Inc. l/16,1992 
Address: 800 Gateway Blvd. 

Date Designated: 
Market Approval Date: 12/8/2000 

South San Francisco CA 94080 ^ ‘.” 

----------------_---_____I________ 

Generic Botulinum toxin type 
Name: 
Designated Treatment of spasmodic torticollis (cervical dystonia). 
Indication: 

,, , ..,. . 

--w-v 
Name: 

Sponsor: Ipsen Limited (Name: changed from Date Designated: 10/24/1991 
Address: Market Approval Date: 

Milford MA 
Net currently Approved 

------------------------------------------------------~ _--_ “--;-;.-----iii-;,-,~~-~-=~-~~~-~-~-~-.-~~~~~,-.~-~-~~~-~~~~.--~~-~~~~~.~~~-~~-~--~-~~~-~~~~~~-~-~~~- -. 

Generic Botulinum toxin type F 
Name: 

Trade Dysport 
Naqe: 

Designated Treatment of essential blepharospasm. 
Indication: 
Sponsor: Ipsen Limited (Name: changed from‘ 

.-. ,., ._.,.., ,- ,.. (,. # ‘I 
12/5/1991 

Address: 
Date Designated: 
Market Approval Date: 

Milford MA 
Not currently Approved 

-----_------------------------------------- .__- c-----------.--i __-___- i-iii-i-iii-i’_-____ i~.-i-Lii--i-~~i;- ~ “.. r “,“~~.iiiill;;---ii---~,~-~~~-~~~~~~-~~~ ‘I, Ii -&&Y-e-” A 
Generic Botulism immune globulin Trade 
Name: N&e: 

NONE ASSIGNED 

Designated Treatment of infant botulism. 
Indication: 
Sponsor: California Department of Health Services iJ3U1989 ‘. 
Address: 

2151 Ber~eley”~~~.~. * ,, *i ‘1 Date Designated: ’ L^, “*., “,. _‘...- 
Market Approval Date: 

Berkeley CA 94704-1011 
Net currently Approved 

----------------------------l-----i------~----~-‘-----~--~----------=-.~~~~--~~~~~~--~--~~~-~.~~’ --.~~~~,;u;,~‘~~~~~~~~~~,~~~~~~~~~~~~-,~~-,~~~~~~~~~~~-.~~~~~-~~~~~-~~~~~~~~~~~~‘~~.” r 
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Generic Bovine colostrum Trade 
Name: Name: 

NONE ASSIGNED 

Designated Treatment ofAIDS-related diarrhea 
Indication: 
Sponsor: Hastings, DonaldDVM : * 
Address: 1030 North Pa&vie& Drive 

i%& Designated: ” 1 iJi9J1990 
, ? 

Market Approval Date: 
Bismarck ND 58501 

Not currently Apprcved 

---.-------------------“-------------. --;-.-~~~~~-:-;--~~~~-~~~~~~-,~~~”-~~~~~~~~.,~~ . *A + II i,iii,..ii~;~,;~~‘~,:..,~~ 
Generic Bovine immunoglobulin concentrate, &yptosporidium Trade 
Name: 

Spot&i-G 
.,. 

parvum Name: 
Designated Treatment and symptomatic rekefof Crjptosporidium $vum infection of the gastrointestinal tract in 
Indication: immunocompromisedpatients. 
Sponsor: GalaGen, Inc. Date Designated: 3/l/1994 
Address: 400 1 Lexington Avenue North 

/I 
Market Appreval Date: 

Arden Hills MN 55126 
Not currently Approved 

Designated 
Indication: 

Treatment of cryptosporidiosis caused Sy the presence of C~ptasporidium parvum in the gastrointestinal tract of 
patients who are immunodeJicient/immunocompromised or immunocompetent. 

Sponsor: Biomune Systems, Inc. D~!5L,epgnated: 9/30/1993 
Address: 

540.,tip-~iibti+~; site 201 “I ‘. . Market Ap~ro+~sbgie: , Mst cu”%;;ltlji xpcioved’ .,- -.; “( 

Salt Lake City UT 84108 

------------------------I-----------------------------.-*-----~-~--.----~-----~~~~-.-.-~-~----~ -ii--ii-iii~~l~?ri-~~~~~~~.~~~~~~~~.~-~~~~~~-~~~~~ .i. ,,,&.&,&;&*&g; _ “_ 
Generic Branched chain amino acids Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of amyotrophic lateral sclerosis. 
Indication: 
Sponsor: Mount Sinai Medical Center Date Designated: 12/23/1988 
Address: One Gustave L.Xe;ji Place Market Approval Date: 

New York NY- 10029 ” 
bt currently Apprcved 

--------------------“--.--I----i-------*---------------~-~--~-~ --i-~--~~-;---‘-‘-~~-‘~-~~~-‘-~~~--~,~-~~-~~”--~~-~~~=~~.” --~~i;=~~-‘~~~~,. w*“‘,>,l>.ti .U..*~~**~~w~~~&.m. ., and ‘I ,~ ” a>-a.‘ * $9 

Generic Brimonidine Trade 
Name: 

Alphagan 
Name: 

Designated Treatment of anterior ischemic optic neuropathy, 
Indication: 
Sponsor: Allergan, Inc. 
Address: 2525 DuPont Dr. 

Date~,Designated: 2/7/2000 

P.0: Box 19534 
Market &prcval Date: .* Net currently Approved 



Generic Bromhexine Trade Bisolvon 
Name: Name: 
Designated Treatment of mild to moderate keratoconjunctivitiis sicca in patients with Sjogren’s syndrome. 
Indication: 
Sponsor: Boehringer Ingelheim Pharmaceuticals, Inc. Date Designated: .5/15/1989 
Address: 900 Ridgebury Road, Box 368 Market Approval Date: Not currently Approved 

Ridgefield CT 06877-0368 

---------------------------------------------------------.----------------------------------~---------------------------------------------------------------------- 
Generic bryostatin-1 Trade ‘NONE ASSIGNED 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
For use in combination with pa&tax& in the treatment ofesopha$ai c&tcer 

GPC Biotech, Inc. 
6 10 Lincoln Street 
Waltham MA 0245 1 

Date Designated: 12/3/2001 
M&et ApprovalDate: Not currently Approved 

“““““I”““““--------------------------------.---------------------------------~-------------------------------------------------------------------- 

Generic Broxuridine Trade Broxine/Neomark 
Name: Name: 
Designated Radiation sensitizer in the treatment ofprimav brain tumors. 
Indication: 
Sponsor: NeoPharm, Inc. 9/18/1995 
Address: 225 East-De’erpaa Suite 250 ’ 

Date-Designated: 
Market Approval Date: Not currently Approved 

Lake Forest IL 60045 

--------------------____l_____________l_----------------------------------------------------------------*---------------------------------------------------- 

Generic Buffered intiatL%cal’~lectrd;ryMdextr&~ i%jtSiid‘ Trade 
E*liijtt.B~~Siil~tiori ” I 

Name: Name: 
Designated For use as a diluent in the intrathecal administration of methotrexate and cytarabine for the prevention or 
Indication: treatment meningeal leukemia and lyhphocytic lymphomh 
Sponsor: Orphan Medical, Inc. Date Designated: 81240994 
Address: 13911 Ridgedale Drive Market Approval Date: g/27/1996 

Suite 475 
Minnetonka MN 55305 

------__________----______I_____________--------------------------------------------------------~------------------------------------------------------------ 
Generic Bupretioehine hydkhloride Trade 

subutex I ._ . 

Name: Name: 
Designated Treatment of opiate addiction in opiate users. 
Indication: 
Sponsor: Reckitt & Colman Pharmaceuticals, Inc. Date ‘Design&d: 6/15/1494 

. . 

Address: 190 1 .Huguenot Road Market Approval Date: Not currently Approved 
Richmond VA 23235 



Generic Buprenorphine in combination with naloxone 
Name: 
Designated Treatment of opiate addiction in opiate users. 
Indication: 
Sponsor: Reckitt & Colman Pharmaceuticals, Inc. 
Address: 190 1 Huguenot Road 

RichmondVA 23235 

Trade Suboxone 
Name; 

Date Designated: 10/27/1994 
Market Approval Date: Not currently Approved 

_-_-_--__---_---_--__------------------------------------------------------------.---*------------------------------------------------------------------- 
Generic Busulfan Trade Spartaject 
Name: Name: 
Designated For use as preparative therap for malignancies treated with bone marrow transplantation. 
Indication: 
Sponsor: Sparta Pharmaceuticals, Inc. Date Designated: 4/21/1994 
Address: 111 Rock Road Market-Approval Date: Not currently Approved 

Horsham PA 19044-23 10 

--1-------------1-----------------------------------~----------------------------------------------------*-----------------------.--------------------------- 
Generic Busulfan Trade Spartaject 
Name: Name: 

., 

Designated Treatment ofprimary brain malignancies. 
Indication: 
Sponsor: SuperGen, Inc. Date Designated: 71711997 
Address: Two Annabel Lane, Suite 220 Market Approval Date: Not currently Approved 

San Ramon CA 94583 

-----------------------I-------------------------------.---------------------------------~---*---------------------------------------------------------------- 
Generic Busulfan Trade Busulfex 
Name: ‘Nanie: 
Designated As preparative therapy in the treatment of malignancies with bone marrow transplantation. 
Indication: 
Sponsor: Orphan Medical, Inc. Date Designated: 712811994 
Address: 13 9 11 Ridgedale Drive Market Approval Date: 21411999 

Suite 250 
Minnetonka MN 55305 

-------_----_-__----____11_____1______1_--------------------------------------~-----------~-----------------------------~--------------------------------- 
Generic Busulfan Trade Spartajet-Busulfan 
Name: Name: 
Designated Intrathecal therapy for neoplastic meliingitis 
Indication: 
Sponsor: SuperGen, Inc. Date Designated: 

3i5;/200x . _ 

Address: 4 140 Dublin Boulevard %ket ApprovalDate: Net currently’ Apprcved 
Dublin CA 94568 
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Generic Butyrylcholinesterase Trade NONE ASSIGNED 
Name: Name: 
Designated For the reduction and clearance of toxic blood levels of cocaine encountered during a drug overdose. 
Indication: 
Sponsor: Shire Laboratories Inc. Date Designated: 312511992 
Address: 1550 East Gude Drive Market Approval Date: Not currently Approved 

Rockville MD 20850 

-----------------------------------------------------~-----------------------~---~--~-----------------~---------------~~------~--------------------~--~---- 
Generic Butyrylcholinesterase Trade NQl$Z ASSIGNED 
Name: Nwe: 
Designated Treatment ofpost-surgical apnea. 
Indication: 
Sponsor: Shire Laboratories Inc. Date Designated: 913011992 
Address: 1550 East Gude Drive Market Approval Date: Not currently Approved 

Rockville MD 26850 

-------------------------------------------------------------------------------------------~-----------------~-----------------~~------------~---.~~----------~~-- 
Generic BW 12C Trade NOW ASSIGNED 
Name: Naqe: 
Designated Treatment of sickle cell disease. 
Indication: 
Sponsor: Burroughs Wellcome Company Date Designated: 10/23/1987 
Address: 3030 Cornwallis Road Market Approval Date: Not currently Approved 

P.O. Box 12700 
Research Triangle Pk NC 27709 

-----------------------------------------------------------------------------------------.--~-.-------------------------------------,--”-----------~--~------------ 
Generic Cl esterase inhibitor (human) Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment andprevention of angioedema caused by Cl-esterase inhibitor de$ciency. 
Indication: 
Sponsor: Alpha Therapeutic Corporation Date Designated: 8/21/1996 
Address: 5555 Valley Boulevard Market Approval Date: Not currently Approved 

Los Angeles CA 90032 

---------------------I----------------------------------------------------------------,---------------------------------------~--------------,-~-~---~.~-----~--.” 
Generic Cl-esterase-inhibitor, human, pasteurized Trade Berinert P 
Name: Name: 
Designated Prevention and/or treatment of acute attacks of hereditary angioedema. 
Indication: 
Sponsor: Aventis Behring L.L.C. Date Designated: 10/16/1992 
Address: 1020 First Ave. Market Approval Date: Not currently Approved 

PO Box 61501 
King of Prussia PA 19406-090 1 

--------------------------------------------------------------------------------~------~---------------------~---------------,---~-------~~---.~-~-.----~----,~-~--, 
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Generic Cl-inhibitor 
Name: 
Designated Treatment of acute attacks of angioedema. 
Indication: 

Trade 
Name: 

C 1 -inhibitor (human) vapor heated, Immuno 

Sponsor: Baxter Healthcare Corp. Date Designated: 8/30/1990 
Address: Hyland Division (Baxter Hyland) Market Approval Date: Not currently Approved 

550 North Brand Blvd. 
Glendale CA 91203 

----------------------------------------------------------------------------------~--~----~ ------- -------~e--~m --- ------ ~‘~-..r--~~~-~~~--~ ,-,- -,-rll,~‘T-r”““‘--- s,. ..j I, 
Generic Cl-inhibitor Trade C l&hibitor (human) vapor heated, Immuno 
Name: Nanie: 
Designated Prevention of acute attacks of angioedema, including short-t&m prophylaxis for patients requiring dental or other 
Indication: surgical procedures. 
Sponsor: Baxter Healthcare Corp. Date Designated: 8/30/1990 
Address: Hyland Division (Baxter Hyland) Market Approval Date: Not currently Approved 

550 North Brand Blvd. 
Glendale CA 9 1203 

-“““--““““‘--------------------------------------~------------------------~-------~--~--------------~---~.~--------~--------------~,~~--~-~--~-~~-~-”~“--~~~- 
Generic Caffeine Trade Cafcit 
Name: Name: 
Designated Treatment of apnea ofprematurity. 
Indication: 
Sponsor: O.P.R. Development, L.P. Date Designated: g/20/1988 
Address: 150 1 Wakarusa Drive Market Approval Date: 9/21/1999 

Lawrence KS 66047 

--_-__----__-__--__-____________________ 
Generic Calcitonin-human for injection Trade Cibacalcin 
Name: Name: 
Designated 
Indication: 

Treatment of symptomatic Paget’s dise+se (osteitis deformans). 

Sponsor: Novartis Pharmaceutical Corporation Date Designated: l/20/1987 
Address: 59 Route 10 Market Approval Date: 10/3 l/1986 

East Hanover NJ 07936 

--------------------------------------------------------~------------------------~~------~-------~-~-------~-----------,-----~-~-~~.~,~,-~-.-~~--,~~-~~~--~.---,-.-~~.-~,-- j 
Generic Calcium acetate Trade NOW ASSIGNED 
Name: Name: 
Designated Treatment of hyperphosphatemia in end stage renal disease. 
Indication: 
Sponsor: Pharmedic Company Date Designated: 612711989 
Address: 28 10 1 Ballard Road, Suite F Market Approval Date: Not currently Approved 

Lake Forest IL 60045 
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. .._ ,.. __ 

Generic Calcium acetate Trade Phos-Lo 
Name: Name: 
Designated Treatment of hyperphosphatemia in end stage renal failure. 
Indication: 
Sponsor: Braintrw Laboratories Date Designated: 12/22/1988 
Address: 60 Columbian Street Market Approvai Date: 12/10/1990 

P.O. Box 361 
Braintree MA 02184 

-----------------------I--------------------------------------------------~~---~-~-----~~-~-.------------~--..--*-----~--~~~-~~~~-~---~--~-~~---~--~--~--~-- 
Generic Calcium carbonate Trade R & D calcium carbonate/600 
Name: Name: 
Designated Treatment of hyperphosphatemia in patients with end stage renal disease. 
Indication: 
Sponsor: R & D Laboratories, Inc. Date Designated: 61611990 
Address: 4204 Glencoe Avenue Market Approval Date: 

Marina Del Rey CA 90292 
Not currently Approved 

--------------------------------------------------------~-~--------------------------------~-------~------~--~---------------~-~--~------------------------.-~-- 
Generic Calcium gluconate Trade Calgonate 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
For use as a wash for hydrofluoric acid spills on human skin. 

Calgonate Corp. 
190 Commerce Drive 
Warwick RI 02886 

Date Designated: 1 l/20/1997 
Market Approval Date: Not currently Approved 

““-“------------------I-----------------------------*---------.---------.-------~----------.---~~-~~~~-~-~-------~-------~----------------------------------- 

Generic Calcium gluconate gel Trade H-F Gel 
Name: Name: 
Designated 
Indication: 

For use in the emergency topical treatment of hydrogenfluoride fiydro&oric acid) burns. 

Sponsor: LTR Pharmaceuticals, Inc. Date Designated: 5/21/1991 
Address: 145 Sakonnet Blvd. Market Approval Date: 

Narragansett RI 02882 
Not currently Approved 

---------------------------------------------------------------------~--------------------~.~--~-----------~----------~----~--~--~-------------------~--------~--’ ‘ 
Generic Calcium gluconate gel 2.5% Trade NONE? ASSIGNED 
Name: Name: 
Designated Emergency topical treatment of hydrogenJluoride (hydrofluoric aciq burns. 
Indication: 
Sponsor: Paddock Laboratories, Inc. Date Designated: 9/10/1990 
Address: 3940 Quebec Avenue North 

MinneapolisMN 55427 
Market Approval Date: Not currently Approved 



Generic Calfactant Tmde Infasurf 
Name: Name: 
Designated Acute respiratory distress syndrome (2UUIs) 
Indication: 
Sponsor: ONY, Inc. 
Address: Baird Research Park ’ 

Date Designated: .I, 
Market Approval Date: 

9/y2qqp 

1576 Sweet Home Road 
Not currently Approved 

AmherstJ!lY 14228 
------------------------------I----------------------~~------------~~---~-------~---~--~ ---w-w e--i--*‘~-i*-iii’~--i;-,,;,,;_,r,,;‘,i-ij, 

Generic Carbamylglutamic acid 
Name: 
Designated 
Indication: 

Treatment of N-acetylglutamate synthetase deficiency. 

Trade 
Name: 

NONE ASSIGNED 

------------------------i------------------------------~-~~---------.-------------------~~--~----~--------~~~-~~“------~----~-~~--~~~--~--~--~-~--~--~--~------~ ’ 
Generic Cascara sagrada fluid extract Trade NONE ASSIGNED 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of oral drug overdosage to speed lower bowel evacuation. 

Intramed Corporation 
102 Tremont Way 
Augusta GA 30907 

Date Designated: 312111989 
Market Approval Date: Not currently Approved 

Sponsor: Orphan Europe Date Designated: l/20/1998 
Address: Immeuble “IIR Guillaumet” Market Approval Date: 

60, avenue du General de Gaulle - Cedex 70 
Not currently Approved 

92046 Paris i;a Defense PR 
------------------I----L-----------------------------~- -----i-----*------i-.-i-i--i---ii-----------r- ._-- z----i-- _--_- i---&;-L _---_ i-4---:--i-i----i ___-_- *A--- 

Generic 1 Carmustine Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment o*fintracranial malignancies, 
Indication: 
Sponsor: Direct Therapeutics, Inc. Date Designated: 713 I2000 
Address: 1001 Bayhill Dr., Suite 100 Market Approval Date: 

San Bruno CA 94066 
Not currently Approved 



Generic CDP571 Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of Crohn ‘s disease. 
Indication: 
Sponsor: Celltech Chiroscience Limited 12/l 111997 
Address: 2 16 Bath Road 

Date Designated:. 

Slough SLl4EN 
Market Approval Date: Not currently Approved 

Berkshire UK 
-----------------------“------------------------------~ ..-- -_- ___._ •-~ ____- %;i-i’i---i--l*i*ii-~~~~~~~.~~~~~~-~~--~-~--.~~-~~~~--~--~~~.~-~~--~~-“~ _--. ;-i~~~~~~ 

Generic Centruroides ‘immune F(ab)2 Trade 
Name: 

Alacramyn 
Name: 

Designated Treatment of scorpion envenomations requiring medical attention. 
Indication: 
Sponsor: Silanes Laboratories S.A. de C.V. Date Designated: 6/12/2000 
Address: Amores #1034’Col Del Valle 

C.P. 03 100 Mexico D.F. 
Market Approval Date: Not currently Approved 

“-‘-‘--‘---------------I------------------.--”-----------------------------------------.~-*-------------.*~- -r~---r----iii-lii-.--i--iii __-_- b----i---2-;i-a-- _ 

Generic Ceramide trihexosidase/alpha-galactosidase A Trade NONE ASSIGNEJ3 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of Fabry ‘s disease. 

Genzyme Corporation 
One Kendall Square 
Cambridge MA 02139-1562 

Date Designated: 
Market Approval Date: 

l/19/1988 
Not currently Approved 

------------------I-------------------------------------------------------------~-----* ---*----ri--r-----i-l-i--------i----;--i---- 

Generic Cetuximab Trade NONE ASSIGNED 
Name: Name: 
Designated 
Indication: 

Treatment of squamous cell cancer of the head and neck in patients who express epidennal growth factor receptor. 

Sponsor: ImClone Systems Incorporated Date Designated: 71312000 
Address: Branchburg Corporate Center Market Approval Date: 

22 Chubb Wav 
Not currently Approved 

Somerville Nj 08876 
-------------------------------------------------------------------~------.-~~-----------------~---~----.-~~--------~------~--~-.---~------------~--------~--~-- 

Generic Chenodiol Trade Chenix 
Name: Name: 
Designated 
Indication: 

For patients with radiolucent stones in well opactfiing gallbladders, in whom elective surgery would be 
undertaken exceptfor the presence of m&eased surgical risk due to systemic disease or age. 

Sponsor: Solvay 
Address: 

Date Designated: g/21/1984 
90 1 Sawyer Road Market Approval Date: 712811983 
Marietta GA 30062 



Generic Chimeric (human-murine) G250 I& monkidtiai ‘Trade’ NONI? ASSIGNED 
Name: antibody Name: 
Designated Treatment of renal cell carcinoma. 
Indication: 
Sponsor: Wilex Biotechnology GmbH Date Designated: 7/24/2000 
Address: Grillpatzerstmsse 1OB Market Approval Date: Not currently Approved 

8 1675 Munich 
Germany DE 

---------------------------I------------------------------------~-~-----~---------~*-----~--~~-----~-~-~~----~~-~-~~~~~-~~---~“---~~---~---~-~---~~ ” 
Generic Chime&, humanized momklonal antibody to Trade ’ 

\_ Ram,AssI(. , I I, - 

Name: staphylococcus Name: 
Designated Prophylaxis of Staphylococcus epidermidis sepsis in low birth weiiht (1500 grams or less) infar&. 
Indication: 
Sponsor: Biosynexus, Inc. Date Designated: 8/3/2000 
Address: 96 10 Medical Center Drive Market Approval Date: Not currently Approved 

Suite 100 
Rockville MD 208.50 

-Dm-T-em--m--~m--m - mm--m--m-w- ---l------,,-i-i-------,hi-----.----~------~----‘------------~-~-~~~--~~--~~*-~~~~.--~~~~~-~-~-~~~~-~-------~----~-~---~~---~~~~~-i’ -’ 
Generic Chlorhexidine gluconate mouthrinse Trade Peridex 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
For use in the amelioration of oral mucositis associated with cytoreductive therapy used in conditioning patients 
for bone marrow transplantation therapy. 

Procter & Gamble Company 
Sharon Wood Technical Center 
11370 Reed Hartman Highway 
Cincinnati OH 4524 1 

-_ 
Date Designated: 
Market Approval Date: 

8/18/1986 
Not currently Approved 

-----------------------------------------------------------------------------------~--~----------------~-------------~----------------------------------- 
Generic Choline chloride Trade Intrachol 
Name: Name: 
Designated Treatment of choline de$ciency, spec$cally the choline dejciency, hepatic steatosis, and cholestasis, associated 
Indication: with long-term parenteral nutrition. 
Sponsor: Orphan Medical, Inc. Date Designated: 211011994 
Address: 13 9 11 Ridgedale Drive Market Approval Date: Not currently Approved 

Suite 250 
Minnetonka MN 55305 

----------I--------------I-----------------------------------------------------------~--------------~--------“-----~---------------------------------------------~- 
Generic Chondrocyte-glginate gel suspension Trade NONB ASSIGNED 
Name: Name: 
Designated For use in correcting vesicoureteral reflux in the ptGdiat;ic population. 
Indication: 
Sponsor: Chris, Inc. Date Designated: 12/l/1997 
Address: 6 1 Moulton Street Market Approval Date: Not currently Approved 

Cambridge MA 02 13 8 



Generic Ciliary neurotrophic factor 
Name: 
Designated Treatment of amyotrophic lateral sclerosis. 
Indication: 

Trade 
Name: 

NONE ASSIGNED 

Sponsor: Regeneron Pharmaceuticals Inc 
Address: 

Date Designated: l/30/1992 
777 Old Saw Mill River Road Market Approval Date: 
Tarrytown NY 10591 

Not currently Approved 

-------------------------------------------------------*.---------------------~-~--~---~----~-~~-~--~~--~ 

Generic Cisplatin/epinephrine 
------i-i---i--ii-ii------------ii-l ____ ----;-m-&m-, 

Trade IntraDose 
Name: Name: 
Designated Treatment of metastatic malignant melanoma. 
Indication: 
Sponsor: Matrix Pharmaceutical, Inc. Date Designated: 9/7/2000 
Address: 34700 Campus Drive Market Approval Date: 

Fremont CA 94555-3612 
Not currently Approved 

-------------------------i--------------------------------~------------------~----.--------------~~------~--~------~-----------~---------------------~----~------ 
Generic CisplatSepinephrine Trade IntraDose 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of squamous cell carcinoma of the head and neck. 

Matrix Pharmaceutical, Inc. 
34700 Campus Drive 
Fremont CA 94555-3612 

Date Designated: 4/3/2000 
Market Approval Date: Not currently Approved 

-------------------------.------I---------------------.--.-~.------------~-----~----------~------------~~*~-~~---~-~~~~--~~--~-~----~-~-~--------~-~~-----~-~- 

Generic Citric acid, glucono-delta-lactone and magnesium Trade 
Name: carbonate 

Rena&din Irrigation 
Name: 

Designated 
Indication: 

Treatment of renal and bladder calculi of the apatite or struvite variety. 

Sponsor: United-Guatdian, Inc. Date Designated: 812811989 
Address: P.O. Box 2500 Market Approval bate: ld/2/1990 

Smithtown NY 11787 

-------------------------“---------------------------------------~--------------~~--------~---~-------~----~-----------~-------~-------------------~~---~--.~----’ 

Generic Cladribine Trade 
Name: 

Leustatin Injection 
Name: 

Designated Treatment of chronic lymphocytic leukemia. 
Indication: 
Sponsor: R. W. Johnson Pharmaceutical Research Date Designated: 12/3 l/1990 
Address: Route 202, P.O. Box 300 Market Approval Date: 

Raritan NJ 08869-0602 
l&t ‘&irently Approved 
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Generic Cladribine Trade 
Name: Name: 

Leustatin Injection 

Designated Treatment of non-Hodgkin’s lymphoma. 
Indication: 
Sponsor: R. W. Johnson Pharmaceutical Research Date Designated: 4/19/1993 
Address: Route 202 South, P.O. Box 300 

Raritan NJ 08869-0602 
Market Approval Date: Not currently Approved 

---mm- --------------------------------------------------~--------------*~---~-------~-~---~--~--~-~-~~~~-‘---~-~-~~--~-“~-~-~--~~-~~*-~~--~ ____ i--j,,,, ____ i-- 

Generic Cladribine Trade 
Name: 

Mylinax 
Name: 

Designated Treatment of the chronic progressive form of multiple sclerosis. 
Indication: 
Sponsor: R W. Johnson Pharmaceutical Research 
Address: 

Date Designated: 4ii9i1994 
Route 202 Market Approval’Date: 
PO Box 30‘0 

Not currently Approved 

Raritan NJ 08869-0602 
-------------------------------------------------------------------------------------------------~-------~------~------.~--------~-.-------------~--------~-- 

Generic Cladribine Trade Leustatin Injection 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of hairy cell leukemia. 

R. W. Johnson Pharmaceutical Research 
Route 202, P.O. Box 300 
Raritan NJ 08869 

Date Designated: 1 l/15/1990 
Market Approval Date: 2/26/1993 

--------------------------------”-----------------------.------------------.-----~----.----*----~-~~~~-----~-------~----------~~~-----~--~----~----------~----~--~ 

Generic Cladribine Trade Leustatin 
Name: Name: 
Designated Treatment of acute myeloid leukemia. 
Indication: 
Sponsor: R. W. Johnson Pharmaceutical Research Date Designated: 7/20/1990 
Address: Route 202 Market Approval Date: 

P.O. Box 300 
Not currently Approved 

RaritanNJ 08869 
‘--““‘---“““-“-“--“‘---“‘-----------------------------.----------*---------~-------~~~-~~~~----~-~~*-~~~~~~~~~~~~~~-~~~~~~~-~~-*~~~-~-~~-~~-~..~~~~~~~~~~~~ 

Generic Clindamycin Trade Cleocin 
Name: Name: 
Designated 
Indication: 

Treatment of Pneumocystis carinii pneumonia associated with AIDS patients. 

Sponsor: Pharmacia & Upjohn 
Address: 

Date Designated: 10/28/1988 
7000 Portage Road Market Approval Date: 
Unit 0633-298-113 

Not currently Approved 

Kalamazoo MI 49001-0199 
-----------------------------------------------~----*---------------~---~ -“-----------*i------el---il--ii--i------------~.-~-~-----*------~~----------------- 



Generic Clindamycin Trade Cleocin 
Name: Name: 
Designated 
Indication: 

Prevention of Pneumocystis carinii pneumonia in AIDSpatients. 

Sponsor: Pharmacia & Upjohn Date Designated: 10/28/1988 
Address: 7000 Portage Road Market Approval Date: 

Unit 0633-298-113 
Not currently Approved 

Kalamazoo MI 49001-0199 
----------------I---------------------------------------------~---------------.----~~--~~--~~~---~-~~--~-----.-----~~~~----~-----~---~~---~-----~~~- 

Generic Clofazimine Trade 
Name: 

Lamprene 
Name: 

Designated 
Indication: 

Treatment of lepromatous leprosy, including dapsone-resistant lepromatous leprosy and lepromatous leprosy 
complicated by erythema nodosum Ieprosum. 

Sponsor: Novartis Pharmaceutical Corporation Date Designated: 6/l 111984 
Address: 59 Route 10’ Market Approval Date: 12/15/1986 

East Hanover NJ 07936 

Generic Clonazepam 
Name: 
Designated Treatment of hyperekpiexia (startle disease), 
Indication: 
Sponsor: Hoffmann-La Roche, Inc. 
Address: 340 Kingsland Street 

Nutley NJ 07 110 

Trade 
Name: 

Klonopin 

Date Designated: 81411994 
Market Approval Date: Not currently Approved 

--------------------------I--------------------------------------------------~---------------------~~~------~------------~--~----------------*--*-----.~----~---- 

Generic Clonidine Trade Duraclon 
Name: Nanie: 
Designated 
Indication: 

For continous epidural administration as adjunctive therapy with intraspinal opiates for the treatment ofpain in 
cancer patients tolerant to, or unresponsive to, intraspinal opiates. 

Sponsor: Roxane Laboratories, Inc. Date Designated: l/24/1989 
Address: PO Box 16532 Market Approval Date: 16/2/199;6 

Columbus OH 43216-6532 

“““-“--““““‘-----------------------------------*------~--~~~------~~~~~-~~-~--~--~~~-~~-~-~”~-~-~~~~~~~~~~~---~~~~~~-~~~~---~--~-~~~~~~~~~~-~-~~~-~~ 

Generic Clostridial collagenase Trade NON@ ASSIGNED 
Name: Name: 
Designated 
Indication: 

Treatment of advanced (involutional or residual stage) Dupuytren’s disease. 

Sponsor: Hurst, L. M.D. & Badalamente, M. Ph.D. Date Designated: 512311996 
Address: State University of New York at Stony Brook Market Approval Date: 

School of Medicine, Health Sciences Center 
Nbt “iiiii%itly Approved 

Stony Brook NY 11794-8181 



Generic Clotrimazole Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of sickle cell disease. 
Indication: 
Sponsor: Brugnara, Carlo M.D. 
Address: The Children’s Hospital 

Date Designated: 4/24/l 995 

300 Longwood Avenue, Bader 760 
Market Approval Date: Not currently Approved 

Boston MA 02115 
-------------------------Y-----------------------------*--------------------------~-----~~--------~-~---~~---------~--------~-~------~--~-------~----~---~-- ^ 

Generic Coagulation factor IX Trade Mononine 
Name: Name: 
Designated 
Indication: 

Replacement treatment and prophylaxis ofthe hemorrhagic complications of hemophilia B. 

Sponsor: Armour Pharmaceutical Company Date Designated: 612711989 
Address: 500 Arcola Road, P.O. Box 1200 ’ Market Approval Date: 8/20/1992 

Collegeville PA 19426 

------------------I------------------------------------------------------.-.-~----~-------~-----~---~~-~---~-~--~----~--.-----~~~~--~---------~~~~---~----~-~.--’ 

Generic Coagulation Factor IX (human) Trade 
Name: 

AlphaNine 
Name: 

Designated 
Indication: 

For use as replacement therapy in patients with hemophilia B for theprevention and control of bleeding episodes, 
and during krgety to correct defective hemostasis. 

Sponsor: Alpha Therapeutic Corporation Date Designated: 7/5/1990 
Address: 5555 Valey’Boulevard M’&..t Atipi6.&. Liate: 

ii/3l/l990 
Los Angeles CA 90032 

--------------------------i------------------------------~---------------------------------~*----------------------------------~~--------------~---*------------- 
Generic Coagulation gactor Ix (recombinant) Trade BeneFix 
Name: Name: 
Designated Treatment bf hemophilia B. 
Indication: 
Sponsor: Genetics Institute, Inc. Date Designated: 10/3/1994 
Address: 87 Cambridge Park Drive Market Approval Date: 2/11/1997 

Cambridge MA 02 140 

-------------------------‘------------------------------------------------------.---------------------~-----~--~---~~~------~--~--------------------.~---------- 
Generic Coagulation factor VIIa (recombinant) Trade NovoSeven 
Name: Name: 
Designated Treatment of bleeding episodes in hemophilia A or B patients with inhibitors to Factor WII or Factor IX 
Indication: 
Sponsor: Novo Nordisk Pharmaceuticals, Inc. Date Designated: 6/6/1988 
Address: 100 Overlook Center Market Approval D 

Suite 200 
Princeton NJ 08540-7810 

ate: 
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Generic Coenzyme QlO Trade 
Name: Name: 

NONE ASSIGNED 

Designated For the treatrment of Huntington’s disease 
Indication: 
Sponsor: Vitaline Corporation Date Designated: 3/5/200 1 
Address: 385 Williamson Way Market Approval Date: 

Ashland OR 97520 
I&t currently Approved 

----------------------------------------------------.-------------------------------~------------------~-----~--.-------------------------~------------~-- 
Generic Colfosceril pilmitate, cetyl ‘kkohol; ~~bXapo1 Trade’ ’ E~osGi-f 
Name: Name: 
Designated Treatment of adult respiratory distress syndrome. 
Indication: 
Sponsor: Glaxo Wellcome Research and Development 
Address: 5 Moore Drive 

Date Designated: l/11/1993 
Market Approval Date: 

P.O. Box 13398 
Not currently Approved 

Research Triangle Park NC 27709 
------------------------------------.-------------------------------------------~---~-----~------~---------~-~~-~--~--~---~-~~-=~-~-------.-----~--------~--~~~-~ 

Generic Colfosceril palmitate, cetyl alcohol, fylb%Ap& Trade * 
” ._ ..ji _” Bxosuirf~~ijn~~i.~~~.~~~~~che~ SuwnsiGn ‘ 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Prevention of hyaline memb, 
gestation or less. 
Glaxo Wellcome Inc. 
5 Moore Drive 
Research Triangle Park NC 27709 

Name: 
rane disease, also known as resDiratorv distrkxs svndrome. in infants born at 32 weeks & I fl , J 

Date Designated: 10/20/1989 
Market Approval Date: s/2/1990 

-------------------------.---------------------------------------------------------------*-~----~~--~~~---~----------~-.-~~-.--~-~-~~~~”------~-~-~~-~--.~--~--~~ 

Generic Colfosceril palmitate, cetyl alcohol, tylogapbl ’ Trade .- ’ EXosuif~eona&l for ~Imratracheal Suspension 
Name: Name: 
Designated Treatment of established hyaline membrane disease at all ge&tatio&il ages. _ 
Indication: 
Sponsor: Glaxo Wellcome Inc. Date Designated: 10/20/1989 
Address : 5 Moore Drive Market Approval Date: 81211990 

Research Triangle Park NC 27709 

-------------------------------*-----------------------------------~-~----------~-------*----------~-~----~~---.--~---~---.--~~---~--~-----~~--~-*-~--~~~-~~--- 
Generic Collagenase (lyophilized) for injection Trade 
Name: 

Plaquase 
Name: 

Designated Treatment of Peyronie’s disease. 
Indication: 
Sponsor: Advance Biofactures Corporation Date Designated: 3/12/1996 
Address: 35 Wilbur Street Market Approval Date: 

Lynbrook NY 11563-2358 
Not currently Approved 

-------------------------------------------------------*---------------------------------~-------------~------.------~-“----~---“-~--.---~------~-------------- 
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Generic conjugate of human transferrin and a mutant diphtheria Trade’ 
NomAsSIGmD 

Name: toxin (CRM 107)’ Name: 
Designated 
Indication: 

Treatment of malignant tumors of the central nervous system 

Sponsor: INTELLIgene Expressions Inc. Date Designated: 12/3/2001 
Address: 1938-94 St. Market Approval Date: 

Edmonton, AB T6N lJ3 
Not currently Approved 

--------------------------I----------------------------~---------------------------.---------.-------~---.---~--~------~~-------~----~--------*------~---- 
Generic Corticorelin ovine triflutate Trade Acthrel 
Name: Name: 
Designated For use in diflerentiatingpituitary and ectopic prod&on ofACTp in patients with ACTH-dependent Cushings 
Indication: syndrome. 

----------------------------------------------------------------.-------------.-------~--~~--------.---------------~------~--~~-------~-----------~--------~---- I 
Generic Corticotropin-releasing factor, human Trade Xerecept 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment ofperitumoral brain edema. 
Name: 

Neurobiological Technologies, Inc. 
1387 Marina Way South 
Richmond CA 94804 

Date Designated: 41611998 
Market Approval Date: Not currently Approved 

Sponsor: Ferring Laboratories, Inc. Date Designated: 1 l/24/1989 
Address: 400 Rella Boulevard, Suite 20 1 Market Approval’Date: 5/23/1996 

SufTernNY 10901’ 

-------------------------“------------------------------------------------------------------~-~--~---~---~------~-----------~--~-~----------------~---~-~---~-~-- 

Generic Coumarin Trade 0nk010x 
Name: Name: 
Designated Treatment of renal ceil carcinoma. 
Indication: 
Sponsor: Drossapharm LTD Date Designated: 121220994 
Address: 4002 Base1 Market Approval Date: 

Switzerland CH 
Not currently Approved 

------------------------------------------------------------------.-----~--------.“------~-------~--.~---~-~~----------~~---.---*~------------~--~---~--- 
Generic Cromolyn sodium Trade Gastrocrom 
Name: Name: 
Designated Treatment of mastocytosis. 
Indication: 
Sponsor: Fisons Corporation Date Designated: 3/8/1984 
Address: 755 Jefferson Rd Market Approval Date: 1212211989 

P.O. Box 1710 
Rochester NY 14603 



Generic Cromolyn sodium 4% ophthalmic solution 
Name: 
Designated Treatment of vernal keratoconjunctivitis. 
Indication: 
Sponsor: Fisons Corporation 
Address: 755 Jefferson Rd. 

P.O. Box 1710 
Rochester NY 14603 

Trade Opticrom 4% ophthalmic solution 
Name: 

Date Designated: 7/24/1985 
Market Approval Date: 10/3/1984 

------------------------------------------------------------------------~----~-~-~--~~--~-~~~---~~~~-~----------~~~~~~-----~---~--~~~~~--~~-~----~~~-’ 
Generic Cryptosporidium hyperimmune bovine colostrum IgG Tmcie’ 

Nom”ASSfGmD.~ , 

Name: concentrate Name: 
Designated 
Indication: 

Treatment of diarrhea in AIDSpatients caused by infection with Cvptosporidium parvum. 

Sponsor: ImmuCell Corporation 
Address: 56 Evergreen Drive 

Portland ME 04103 

Date Designated: 12/30/1991 
Market Approval Date: Not currently Approved 

--------------------------------------------------------------------------------------------..------.--~-----~-------------~----~----------*-~-----~------~- 
Generic CT-2584 mesjlate Trade NONE ASSIGNED 

Name: Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of adult soft tissue sarcoma. 

Cell Therapeutics, Inc. 
20 1 Elliott Ave. West 
Suite 400 
Seattle WA 98119 

Date Designated: 
Market ApprovaI’Date: 

411611999 
Not currently Approved 

----------------------------------------------------------------------~--..---.-~--------~---------~-~--~--~------~~-~~----~--“~-------------------------------- 

Generic CT-2584 me&ate Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of malignant mesotheiioma. 
Indication: 
Sponsor: Cell Therapeutics, Inc. Date Designated: 4/16/1999 
Address: 201 Elliott Ave. West Market Approval Date: 

tioi eutiktidi A6Fiovd - 

Seattle WA 98 119 

----------------------------------------------------------------------------------------~---~--~---~,--~-----------~---~--.~-~~----------~------~-~~~---~--- 
Generic CY-1503 Trade 
Name: 

Cylexin 
Name: 

Designated Treatment of neonates and infants undergoing cardiopulmonary bibass duririg surgical repair of congenital heart 
Indication: lesions. 
Sponsor: Cytel Corporation Date Designated: 7/18/1997 
Address: 3525 John Hopkins Court Market Approval Date: 

San Diego CA 92121 
Not currently Approved 
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Generic CY-1503 Trade 
Name: 

Cylexin 
Name: 

Designated Treatment ofpost-ischemic pulmonary reperfusion edema following surgical treatment for chronic 
Indication: thromboembohcpulmonary hypertension. 
Sponsor: Cytel Corporation 12/22/1993 
Address: 

Date Designated: 
3525 John Hopkins Court Market Approval Date: 
San Diego CA 92121 

Ncit currently Approved 

-m-w ---- ----------------i------.------------------~-~-~~------~.~~~--~~~-.---~--~-~~~“~--~~~~~-~~~~-~~~--.-~‘-,~~-~~--~-.~-~~ ______ .e‘;,:L,;,-~.i;,~i;i--~-~~~--~--, 
Generic CY-1899 ~ Trade NO%& ASSIGNED .’ 
Name: Name: 
Designated 
Indication: 

Treatment of chronic active hepatitis 3 infection in HLA-A2 positive patients. 

Sponsor: Cytel Corporation 
Address: 

Date Designated: 311611994 
3525 John Hopkins Court Market Approval Date: 
San Diego CA 92121 

Not currently Approved 

--------------------------------------------------------*-------------~-----*--------------------.-----~~----------------~.-----------------~-----~~------~-- 
Generic Cyclosporine 2% ophthalmic ointment Trade NONE ASSIGNED 
Name: Name: 
Designated For use in cornea1 melting syndromes of known or presumed immunologic etiopathogenesis, including Moore& 
Indication: ulcer. 
Sponsor: Allergan, Inc. Date Designated: s/1/1991 
Address: 2525 Dupont Drive Market Approval Date: 

P.O. Box 19534 
Not currently Approved 

Irvine CA 92623-9534 

Generic Cyclosporine 2% ophthalmic ointment Trade NONE ASSIGNED 
Name: Name: 
Designated 
Indication: 

Treatment ofpatients at high risk of graft rejection following penetrating keratoplasty. 

Sponsor: Allergan, Inc. Date Designated: s/1/1991 
Address: 2525 DuPont Drive Market ApprovalDate: 

P.O. Box 19534 
Not currently Approved 

Irvine CA 92623-9534 
-------------------------i------.--------------------------~------.-----------------------------~--------~---~--~---~-~---~~-----------~---*~---~~-----~--- ‘” 

Generic Cyclosporine in combination with omeg& Trade NONl? ASSIGNED 
Name: polyunsaturated fatty acids Name: 
Designated Prevention of solid organ grafl rejection. 
Indication: 
Sponsor: RTP Pharma Corporation Date Designated: 12/6/2000 
Address: 200 Westpark Corporate Center Market Approval Date: 

4364 South Alston Avenue 
Nat currently Approved 

Durham NC 27713-2280 



Generic Cyclosporine ophthalmic Trade 
Name: 

Optimmune 
Name: 

Designated 
Indication: 

Treatment of severe keratoconjunctivitis sicca associated with sjogren’s syndrome, 

Sponsor: University Of Georgia Date Designated: 1 i/9/1988 
Address: College Of Veterinary Medicine Market ApprovalDate: 

Department of Small Animal Medicine 
Not currently Approved 

Athens GA 30602 
-------------------------i-----------------------------.-*----------------------------------------.-~--~-----~---.-------~-.-----~--------~---------~~--- 

Generic Cysteamine Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of nephropathic cystinosis. 
Indication: 
Sponsor: Thoene, Jess G., M.D. Date Designated: 5/l/1986 
Address: University of Michigan Medical School Market Approval Date: 

300 NlB, 1192 SE 
Not ‘currently Approved 

Ann Arbor MI 48109-0408 
------------------------------------------------------------------------------------------*-.-----------*-~~----------------~~“---*--------.---.---.-----------, 

Generic Cysteamine Trade Cystagon 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of nephropathic cystinosis. 
Name: 

Mylan Laboratories, Inc. 
78 1 Chestnut Ridge Road 
P.O. Box 43’10 
Morgantown WV 26504 

Date Designated: 
Market Approval Date: ._ 

l/25/1991 
8/15/1994’ 

----------------------------------I-----------------------.-------------------.-----.-------------------~------~------~-~--~-----------------------”---------------- 

Generic Cysteamine hydrochloride Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment if corneal cystine crystal accumulation in cystinosispatients. 
Indication: 
Sponsor: 
Address: 

Sigma-Tau Pharmaceuticals, Inc. 
800 South Frederick Avenue 
Gaithersburg MD 20877 

Date Designated: g/19/1997 
Market Approval Date: Not currently Approved 

------------------------------------------------------------”-----------------------.------=---~.--------*-~------.----------.--~----~---~--~------~,-.------~-- 

Generic Cystic fibrosis gene therapy Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of cysticfibrosis. 
Indication: 
Sponsor: Genzyme Corporation Date Designated: 613011992 
Address: One Mountain Rd. Market Approval Date: 

P.O. Box 9322 
Not currently Approved 

Framingham MA 01701-9322 
-““““‘--““““-----------------------------------~------~----------.--“-----------.---~~-*----------~~--~~-~----------~~-~--------------~-------------- 
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Generic Cystic fibrosis Tr gene therapy (recombinant adenovirus) Trade AdGVCFTR. 10 
Name: Name: 
Designated Treatment iif cysticfibrosis. 

_,.” 

Indication: 
Sponsor: GenVec, Inc. Date Designated: 3/9/1995 
Address: 12 111 Parklawn Drive Market Approval Date: 

Rockville MD 20852 
Not currently Approved 

Generic Cystic fibrosis transmembrane conductance regulator Trade NONE ASSIGNED 
Name: gene Nan&: 
Designated Treatment of cysticfibrosis. 
Indication: 
Sponsor: Genetic Therapy, Inc. l/8/1993 
Address: 93 8 Clopper Road 

Date Designated: 
Market ApprovalDate: 

Gaithersburg MD 20878 
Not &rrently~Approved 

-------------------------c-------------------------------~----------*----.-----.----------~---------~-.--~~.--~~---~---------.-----------------------------~----. 

Generic Cytarabine liposomal Trade DepoCyt 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of neoplastic meningitis. 
Name: 

DepoTech Corporation 
10450 Scienke’Center Drive 
San Diego CA 92121 

Date Designated: 6/2/1993 
Market Approval Date: 4/l/1999 

------------------------I-----------------------------~--------~.-------------~--------*-----.--.~-.--~-~--~----~----~-~--.------.----------------------------- 

Generic Cytomegalovirus immune globulin (human) Trade 
Name: 

cytoGlm 
Name: 

Designated Prevention or attenuation ofpkmay &iomegalovirus disease in’ i&kkosuppressed recipients of organ 
Indication: transplants. 
Sponsor: Massachussetts Public Health Biologic 8/j/1987 
Address: 305 South Street 

Date Designated: 

Boston MA ‘02130-3597 
Market Approval Date: 12/4/1998 

-----------------I------“-----------i--.---------.-------~--*.-----~---.-..--.-~--.~--.--~.~--~~--~--“--~-~-~~--~.---.----~--~--~--~~--~--~-..------.----~---- . 
Generic Cytomegalovirus immune globulin intravenous (hiiman) Trade _ NONE ASSIGNED .’ ” 
Name: Name: 
Designated For use in conjunction with ganciclovir sodium for the keatment of cytomegaloviks pneumonia in bone marrow 
Indication: transplant patients. 
Sponsor: Bayer Corporation Date Designated: l/28/1991. _ 

., , 

Address: Pharmaceutical Division, Biological Products Market -Approval bate: 
400 Morgan Lane 

Not currently Approved 

New Haven CT 06516 
------------------------i-------------------------------~----------------.----------------------~----------*--~-.------------~--------.---------------------- 
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/ , I 

Generic Daclizumab Trade 
Name: Name: 

Zenapax 

Designated Prevention of acute renal aliograft rejection. 
Indication: 
Sponsor: Hoffmamr-La Roche, Inc. Date~Designated: 31511993 
Address: 340 Kingsland Street &ket A$r&,jJ,j&: ‘- 12/lb/1997 ‘” 

Nutley NJ 07 110 

----------I-------------L---------------------.----*-~--.----..---.~-.~~--~-~-----.-------.---------~~----.-~---~--~.--~=---~-~-----~-~~-~~-~~~------~- 
Generic Dapsone Trade NONE ASSIGNED 
Name: Name: 
Designated Prophylaxis of toxoplasmosis in severely immunocompromisedpatients with CD4 counts below 100. 
Indication: 
Sponsor: Jacobus Pharmaceutical Company, Inc. 1 l/7/1994 
Address: 37 Cleveland Lane 

Date Designated: 
Market Approval Date: Not currently Approved 

P.O. Box 5290 
Princeton NJ 08540 

----------I---------------------.---------------------------------.------------.-----------.-----------------~--------------.----------------------.-----------.- 
Generic Dapsone USP Trade Dapsone 
Name: Name: 
Designated For the combination treatment of Pneumocystis carinii pneumonia in conjunction with trimethoprim. 
Indication: 
Sponsor: Jacobus Pharmaceutical Company l/8/1992 
Address: 37 Cleveland Lane 

Date Designated: 
Market Approv& ‘Date: Not currently Approved 

P.O. Box 5290 
Princeton NJ 08540 

-------_--_------------------------------------------------------------------.------------------.----------------------------.---------.------------------------ 
Generic Dapsone USP Trade Dapsone 
Name: Name: 
Designated Prophylaxis for Pneumocystis carinii pneumonia. 
Indication: 
Sponsor: Jacobus Pharmaceutical Company Date Designated: 1212411991 
Address: 3 7 Cleveland Lane Market Approval Date: Not currently Approved 

P.O. Box 5290 
Princeton NJ 08540 

------------------------------------------------------~-~---------.---------.---.-.------.----.-----..--~*---.-.---------.-----------------------~-------~--- 
Generic Daunorubicin citrate liposome injection Trade 
Name: Name: 
Designated Treatment ofpatients with advanced HIV-associated Kaposi’s sarcoma. 
Indication: 

DaunoXome 

Sponsor: NeXstar Pharmaceuticals, Inc. Date Designated: 511411993 
Address: 650 Cliffside Drive Market Approval Date : 4/g/1996 

San Dimas CA 91773 



Generic Decitabine Trade 
Name: Name: 

NONE ASSIGNED. 

Designated Treatment of myelodysplastic syndromes. 
Indication: 
Sponsor: SuperGen, Inc. Date Designated: 31811999 
Address: 4 140 Dublin Blvd. Market Approval Date: 

Suite 200 
Not currently Approved 

Dublin CA 94568 
-----------------I------‘------I------------------.----.--------------------------.------.---.---~-.-.-----.---.------.-~---~-------~-------------~----------- 

Generic Decitabine Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of chronic myelogenous leukemia. 
Indication: 
Sponsor: SuperGen, Inc. 
Address: 4 140 Dublin Blvd. 

Suite 200 
Dublin CA 94568 

Date Designated: 
Market Approval Date: 

3/8/1999 
Not currently Approved 

-------------------------I--------------------.--------*----.----------.----------.------.----.-----.------~-------~~--------~-----------------.-------------.-- 

Generic deferiprone Trade Ferriprox 
Name: Name: 

Designated 
Indication: 
Sponsor: 
Address: 

Treatment of iron overload in patients with hematologic disorders requiring chronic transfusion therapy 

Apotex Research Inc. 
150 Signet Drive 
Toronto, Canada M9L lT9 

Date Designated: 
Market Approval Date: 

12/12/2001 
Not currently Approved 

----------I------I--------------”-------------------------------------------------.--.-----.-----.-.------~-----------...-.------------------------------------ 

Generic Defibrotide Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of thrombotic thrombocytopenic purpura. 
Indication: 
Sponsor: Chinos International Date Designated: 71511985 
Address: Via Belvedere 1 Market Approval Date: Not currently Approved 

Villa Guardia, Italy 22079 ‘( 

‘--“-““‘““““‘-----------------------------~------*-------------------------~------------------------------------------------------.------------------------ 

Generic Dehydroepiandrosterone Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of systemic lupus e ythematosus (SLE) and the reduction in the use of steroids in steroid-dependent SLE 
Indication: patients. 
Sponsor: Genelabs Technologies, Inc. Date Designated: 711311994 
Address: 505 Penobscot Drive Market Approval Date: Not durrently -Approved 

Redwood City CA 94063 
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Generic Dehydroepiandrosterone sulfate sodium Trade NONE ASSIGNED 
Name: Name: 
Designated 
Indication: 

To accelerate the re-epithelialization bf donor sites in those hoSpit&zed burn pa&& who must undergo 
autologous skin grafting. 

Sponsor: Pharmadigm, Inc. l/28/1997 
Address: 2401 Foothill Drive 

Date Designated: 
Market Approval Date: 

Salt Lake City UT 84109-1405 
Not currently Approved 

-------------------------i---------------------------------------------------------------~---.---~--------~~-----~~--.-----~-------------------------------.-- 
Generic Dehydroepiandrosterone sulfate sodium Trade NOSE ASSIGNED 
Name: Name: 
Designated Treatment of serious burns requiring hospitalization. 
Indication: 
Sponsor: Pharmadigm, Inc. 

2401 Foothill Drive 
Date Designated: l/29/1997 

Address: 
Salt Lake City UT 84109-1405 

Market Approval Date i Not currently Approved 

-------------_-----------------------------------------------------------------------------------------------~------------------------------------------------- 
Generic Denileukin diftitox Trade Ontak ’ 
Name: Name: 
Designated Treatment ofpatients with persistent or recurrent cutaneous T-cell Iymphoma whose malignant cells express the 
Indication: CD25 cbmponent of the IL-2 receptor. 
Sponsor: Seragen, Inc. Date Designated: S/21/1996 
Address: 97 South Street Market Approval Date: 2/5/1999 

Hopkinton MA 01748 

Generic Deoxyribose, phosphorothioate Trade 
Name: Name: 

NONE ASSIGNED 

Designated Treatment of advanced malignant melanoma (Stages II,IIJ Iv. 
Indication: 
Sponsor: Genta, Inc. Date Designated: 713 l/2000 
Address: 99 Hayden Ave., Suite 200 Market Approval Date: Not currently Approved 

Lexington MA 0242 l-7966 

----------------------------------------------------------*----------------------------------~----~----------------------------~---------~-------------------------- 
Generic Deslorelin Trade Somagard 
Name: Name: 
Designated Treatment of centraiprecociouspuberty. 
Indication: 
Sponsor: Roberts Pharmaceutical Corp. Date Designated: 1 l/5/1987 
Address: Meridian Center II Market Approval Date: Not currently Approved 

Four Industrial Way West 
Eatontown NJ 07724-2274 



Generic Desmopressin acetate Trade 
Name: Name: 

NONE ASSIGNED 

Designated Treatment oymild hemophilia A and vori Wiilebrand’s disease. 
Indication: 
Sponsor: Aventis Behring L.L. C. Date Designated: l/22/1991 
Address: 1020 First Avenue Market Approval Date: 31711994 

PO Box 61501 
King of Prussia PA 19406-0901 

---------------I------------------------------------------------------------------------------------------------.~-----~---------------------~------------- 
Generic Dexamethasone Trade NONE ASSIGNED ” 
Name: Name: 
Designated For use in posterior segment drug deelivery system in the treatment of idiopathic intermediate uveitis. 
Indication: 
Sponsor: Oculex Pharmaceuticals, Inc. Date Designated: 9/l l/1998 
Address: 63 9 N. Pastoria Avenue Market Approval Date: 

Sunnyvale CA 94086-2917 
Not currently Approved 

---------------------------------I---------------------------------.--.-------------------------------------------------------------------------------------------- 

Generic Dexrazoxane Trade Zinecard 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
For the prevention of cardiomyopathy associated with doxorubicin administration. 

Pharmacia & Upjohn 
7000 Portage Road 
Kalamazoo MI 49001-0199 

Date Designated: 
Market Approval Date: 

12/17/1991 
5/i6/1995 

-----_-_--__---------------------------------------------------------------------------------------------.-------------------------*------------------------ 
Generic Dextran 70 Trade Dehydrex 
Name: Name: 
Designated Treatment of recurrent cornea1 erosion unresponsive to conventional therapy. 
Indication: 
Sponsor: Holles Laboratories, Inc. Date Designated: 3/5/1990 
Address: 30 Forest Notch Market Approval Date: Not currently Approved 

Cohasset MA 02025 

----------------------------------------------------------.-------------~-------------------------------------------------.---.------------------------------*-- 
Generic Dextran and deferoxamine Trade Bio-Rescue 
Name: Name: 
Designated Treatment of acute iron poisoning. 
Indication: 
Sponsor: Biomedical Frontiers, Inc. Date Designated: 3/8/1991 
Address: 1095 10th Avenue SE. Market Approval Date: Not currently Approved 

Minneapolis MN 55414 
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Generic Dextran sulfate (inhaled, aerosolized) 
Name: 

Trade 
Name: 

Uendex 

Designated For use as an adjunct to the treatment of cystic$brosis. 
Indication: 
Sponsor: Kennedy & Hoidal, M.D.‘s Date Designated: 10/5/1990 
Address: University Of Utah Medical Center Market Approval Date: Not currently Approved 

50 North Medical Drive, Room 4R240 
Salt Lake City UT 84132 

Generic Dextran sulfate sodium Trade 
Name: Name: 

NONE ASSIGNED 

Designated Treatment of aquired immunodejkiency syndrome. 
Indication: 
Sponsor: Ueno Fine Chemicals Industry, Ltd. Date Designated: 11/19/1987 
Address: 2-3 1 Komibashi, Hi&hi-ku Market ApprovalDate: Not currently Approved 

Osaka 541, Japan 
I 

------------------------------------------------------------------------------------------------------------~-------------”--------------------------------------- 

Generic DHA-pa&axe1 Trade Taxoprexin 
Name: Name: 

Designated 
Indication: 
Sponsor: 
Address: 

Treatment ofpancreatic cancer 

Protarga, Inc. 
2200 Renaissance Blvd. 
Suite 450 
King of Prussia PA 19406 

Date Designated: 9/25/200 1 
Market Approval Date: Not currently Approved 

-------------------------------------------------------------------------------------.-----------------------~---~------------------------------------------------ 
Generic Dianeal peritoneal dialysis solution with l.i% ainino Trade 

I . I. . 
Nutrine~(P&itoneal Dialysis Solution with 

Name: acids Name: 1.1% Amino Acid 
Designated For use as a nutritional supplementfor the treatment of malnourishment in patients undergoing continuous 
Indication: ambulatorylperitoneal dialysis. 
Sponsor: Baxter Healthcare Corporation Date Designated: 6/l l/1992 
Address: 1620 Waukegan Road Market Approval Date: Not currently Approved 

McGaw Park IL 60085 

--------------------------i-------------------------------------------------.---------------------------------------------------------------------------------- 
Generic Diazepam viscous solution for rectal administration Trade NONE! ASSIGNED 
Name: Name: 
Designated For the management of selected, refractory, patients with epilepsy, on stable regimens of antiepileptic drugs 
Indication: (AEDs), who require intermittent use bf diazepam to control bouts of increased seizure activity. 
Sponsor: Athena Neurosciences, Inc. Date Designated: 2/25/1992 
Address: 8OOf Gateway Boulevard Market Approval Date: 7/29/1997 

South San Francisco CA 94080 



Generic Diethyldithiocarbamate 
Name: 
Designated Treatment ofAIDS. 
Indication: 
Sponsor: Connaught Laboratories 
Address: Route 611, P.O. Box 187 

Swiftwater PA 18370 

Trade Imuthiol 
‘N&e: 

Date Designated: 41311986 
Market Approval Date: Not currently Approved 

--------------------i----------------------------~-.--------------*------------~-----.-------~~--~~-------------~----------------------~-------~~~- 
Generic digitoxin Trade N&E ASSIGNED 
Name: Name: 
Designated Treatment of soft tissue sarcomas 
Indication: 
Sponsor: PrimeCyte, Inc. Date Designated: 

10,ig120vl ^” _ 

Address: 130 Fifth Ave., N. Market Approval Date: Not currently Approved 
Seattle WA 98109-4933 

-----------------------I-------------------------------------------------------------------------------------.----------------,---------------------------------- 

Generic digitoxin Trade NGNEASSIGNED’ 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of ovarian cancer 
Name: 

PrimeCyte, Inc. 
130 Fifth Ave., N. 
Seattle WA 98109-4933 

Date Designated: 1 l/2/200 1 
Market Approval Date: Not currently Approved 

---------------------------------------------------------------------------------------------------------------------------------------------------------------- 
Generic Digoxin immune FAB (Ovine) Trade - Digibiiid 
Name: Name: 
Designated Treatment ofpotentially life threatening digitalis intoxication inpatients who are refractory to management by 
Indication: conventional therapy. 
Sponsor: Glaxo Wellcome Inc. Date Designated: 1 l/1/1984 
Address: 5 Moore Drive Market Approval Date: 412211986 

Research Triangle Park NC 27709 

----------I-------------I------I-------------------------.--------------------------~----------------------~~------~----------------------~-----------------“-- 
Generic Digoxin immune fab(ovine) Trade Digidote 
Name: Name: 
Designated Treatment of life-threatening acute cardiac glycoside intoxication manifested by conduction disorders, ectopic 
Indication: ventricular activity and (in some cases) hyperkalemia. 
Sponsor: Boehringer Mannheim Corp. 

13 0 1 Piccardbrive 
Date Designated: 3/l l/1985 

Address: 
Rockville MD 20850 

Market Approval Date: Not currently Approved 
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! 

Generic Dihydrotestosterone Trade Androgel -DHT 
Name: Name: 
Designated Treatment of weight loss in AIDSpatients with HIV-associated wasting. 
Indication: 
Sponsor: Unimed Pharmaceuticals, Inc. Date Designated: 21511996 
Address: Four Parkway North Market Approval Date: Not currently Approved 

Deerfield IL 60015-2544 

------------------------i--------I--.---------------------------------~------------------------------------~---~~---------------------------------------~ 
Generic Dimethyl sulfoxide Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of increased intracranial pressure in patients with severe, closed-head injury, also known as traumatic 
Indication: brain coma, for whom no other eflective treatment is available, 
Sponsor: Pharma21 Date Designated: 1 l/22/1994 
Address: c/o Univ. of Calif,, San Diego Market Approval Date: Not currently Approved 

9500 Gilman Dr. 
La Jolla CA 92093 -0624 

------------I------------r------------------------------------------------------------------------------------------------------~-“------------------------------- 
Generic Dimethylsulfoxide Trade NONE ASSIGNED 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Topical treatment for the prevention of soft tissue injury following extravastion of cytotoxic drugs. 

Cancer Technologies, Inc. 
7301 East 22nd Street 
Suite 1OE 
Tucson AZ 85710 

Date Designated: 4/15/1997 
Market Approval Date: Not currently Approved 

-------------------------------------------------------------------------------------“---~~-----~-~------~--~-------.--------------------------------------- 

Generic Dimethylsulfoxide Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment ofpalmar-plantar erythrodysethesia syndrome. 
Indication: 
Sponsor: Cancer Technologies, Inc. Date Designated: 41611998 
Address: 7301 Fast 22nd Street Market Approval Date: Nut currently Approved 

Suite 1OE 
Tucson AZ 85710 

--------------------_____c______I_______---------------------------------------*-------------------------------------------------------------------------------- 
Generic Dipalmitoylphosphatidylcholine /phosphatidylglycerol Trade ALEC 
Name: Name: 
Designated Prevention and treatment of neonatal respiratory distress syndrome. 
Indication: 
Sponsor: Forum Products, Inc. Date Designated: 7/2X/1988 
Address: 3 3 Flying Point Road Market Approval ‘Date : Not currently Approved 

Southampton NY 11968 



Trade 
Name: 

Immther Generic Disaccharide tripeptide glycerol dipalmitoyl 
Name: 
Designated Treatment ofpu Imonary and hepatic metastases in patients with colorectal adenocarcinoma. 
Indication: 
Sponsor: ImmunoThetapeutics, Inc. Date Designated: 3/l/1990 
Address: 3505 Riverview Circle Market Approval Date: Not currently Approved 

Moorhead MN 56560 

----------I-------------I----------I-------------------------------.------------.--~--.---,-------------------~--------------------~.------------------------ 
Generic Disodium clodronate Trade NGNBASSIGNED” ‘-’ 
Name: Name: 
Designated 
Indication: 

Treatment ofhypercalcemia of malignancy. 

Sponsor: Discovery Experimental & Development, Inc. Date Designated: 611611993 
Address: 29949 S.R. 54 West Market Approval Date: Nb;t currently Approved 

Wesley Chapel FL 33543 

--------------------------I------------------------------------------------------------------------------------~--------------------------------------------------- 

Generic Disodium clodronate tetrahydrate Trade Bdnefos 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of increased bone resorption due to malignancy. 

Anthra Pharmaceuticals, Inc. 
103 Carnegie Center, Suite 102 
Princeton NJ 08540 

Date Designated: 3/5/1990 
Market Approval Date: Not currently Approved 

-------------------------I-------------------------------~-”-------------------------------~----------------------------~--------------------------------------- 

Generic DMP 777 Trade NONE‘ ASSIGmD 
Name: Name: 
Designated Therapeutic management ofpatients with lung disease attributable to cysticpbrosis. 
Indication: 
Sponsor: DuPont Pharmaceuticals Company Date Designated: 61411996 
Address: Chestnut Rtm, “Maple Run Market Approval Date: Nbt currently Approved 

Centre Rd. 
WihningtonDE 19805 ’ 

-------------------“------------------------------------~-----------------------.-------------------------~-------------------------------------------------- 
Generic DNA-lipid complex @MRlE/DOPE)/plasmid vector Trade Leuvectin 
Name: (VCL-1102, I&al) expressing human ihterleukin-2 Nanie: 
Designated Treatment of renal cell carcinoma. 
Indication: 
Sponsor: Vital Incorporated Date Designated: 4/28/20()0 
Address: 9373 Towne Center Dr. Market Approval Date: Not currently Approved 

Suite 100 
San Diego CA 92121-3088 

----------I--------------i-------I------------------------*-----------~-------“---------------------------------------------------------------------------------- 
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Generic DNP-Modified autologous tumor vaccine Trade O-Vax 
Name: Name: 
Designated Adjuvant therapyfor the treatment of ovarian cancer 
Indication: 
Sponsor: AVAX Technologies, Inc. Date Designated: 912 l/2000 
Address: 9200 Indian Creek Parkway 

Building 9, &rite 200 
Market Approva Date: Not Currently Approved 

Overland Park KS 66210 
----------I------I------“----------------------------------.---------------------.------------~-----------------------------~---------------~------------------- 

Generic docosahexanoic acid-paclitaxel Trade Taxoprexin 
Name: Name: 
Designated Treatment of hormone-re3actory prostate cancer. 
Indication: 
Sponsor: Protarga, Inc. Date Designated: 3/5/200 1 
Address: 1100 East Hector Street Market Approval Date: Not currently Approved 

Suite 450 
Conshohocken PA 19428-2377 

--------------------___________________I--------------------------------~------------------------------------~------------------------------------------------- 
Generic Dornase alfa Trade Pulmozyme 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
To reduce mucous viscosity and enable the clearance of airway secretions in patients with cystic$brosis. 

Genentech, Inc. 
460 Point San Bruno Boulevard 
South San Francisco CA 94080 

Date Designated: l/16/1991 
Market Approval Date: ‘12/30/1993 

-------------------------R--------------------------------~-------------------------“-----*----------------------------------------------------------.---------- 

Generic Doxorubicin liposome Trade Doxil 
Name: Name: 
Designated Treatment of ovarian cancer. 
Indication: 
Sponsor: Alza Corporation Date Designated: 1 l/4/1998 
Address: 1550 Plymouth St. Market Approval Date: 6/28/1999 ! 

PO Box 7210 
Mountain View CA 94039-7210 

--------------------_____i______________---------------------------------------------------------------------------*---------------------------------------- 
Generic Dronabinol Trade Marinol 
Name: Name: 
Designated For the stimulation of appetite andprevention C- ?f weight loss in patients with a confirmed diagnosis ofAIDS. _ _ 
Indication: 
Sponsor: Unimed Pharmaceuticals, Inc. Date Designated: l/15/1991 
Address: 2 150 East Lake Cook Road, Suite 2 10 Market Approval Date: 12/22/1992 

Buffalo Grove IL 60089-1862 
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Generic Duramycin 
Name: 
Designated Treatment of cystic$brosis. 
Indication: 
Sponsor: MoliChem Medicines Inc. 
Address: 207 South Elliott Road PMB#23 1 

Chapel Hill NC 275 14 

Trade NONE ASSIGNED 
Name: 

Date Designated: 12/l l/1997 
Market Approval Date: Niif currently Approved 

-------_----_---___-------------------------------------------------------------------------------------------------------------------------------------------- 
Generic Dynamine Trade NONE ASSIGNED ‘__ 
Name: Name: 
Designated Treatment of Lambert Eaton myasthenic syndrome. 
Indication: 
Sponsor: Mayo Foundation Date Designated: 2/5/1990 
Address: 200 First Street Southwest Market Approval Date: Not currently Approved 

Rochester MN 55905 

-----__-----__----_----------------------------------.----------------------------------~-------------------------------------------------------------------- 
Generic Dynamine Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of hereditary motor and sensory neuropathy type I (Charcot-Marie-Tooth disease). 
Indication: 
Sponsor: Mayo Foundation Date Designated: 10/16/1991 
Address: 200 First Street Southwest Market Approval Date: Nbt currently Approved 

Rochester MN 55905 

----------_-_--___------------------------------------------------------------------.----------------------------------------------------------------------- 
Generic Eflornithine EC1 Trade Ornidyl 
Name: Name: 
Designated 
Indication: 

Treatment of TYypanosoma brucei gamb!ense infection (sleeping sicikness). 

Sponsor: Hoechst Marion Roussel Date Designated: 4/23/1986 
Address: P.O. Box 9627 Market Approval Date: ii/2wi990 

Kansas City MO 64134 

-----------------------------------------------------------------------------“-----------------------------*------------------~-------------------------------- 
Generic Elcatonin Trade NONE ASSIGNED 
Name: Name: 
Designated Intrathecal treatment of intractable p&n. 
Indication: 
Sponsor: Imrapharma+ Inc. Date Designated: 9/25/1995 
Address: 10 Mountainview Road Market Approval Date: Not currently Approved 

Upper Saddle River NJ 07458 
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Generic Enadoline hydrochloride Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of severe head injury. 
Indication: 
Sponsor: Warner-Lambert Company Date Designated: l/28/1997 
Address: Parke-Davis Pharmaceutical Research Market Approval Date: Not currently Approved 

2800 Plymouth Road 
Ann Arbor MI 48 105 

--------------------_____i_____________l---------------------------------------------------------------------------------------------------------------------- 
Generic Encapsulated porcine islet preparation Trade BetaRx 
Name: Name: 
Designated Treatment of type I diabetic patients who are already on imkunosubpression. 
Indication: 
Sponsor: VivoRx Date Designated: 71511995 
Address: 2825 Santa $Ionica Blvd. Market Approval Date: Not currently Approved 

2nd Floor 
Santa Monica CA 90404-2429 

---I------------------r--i------l--------------------------*--~-~----~--~----~-~--~--------.----~---~---~--“~~-~---~--~-*~-------------------------------~----- 
Generic Epidermal growth factor (human) Trade NONE ASSIGNED 
Name: Name: 
Designated For acceleration of cornea1 epithelial regeneration and the healing of stromal tissue in the condition of 
Indication: non-healing cornea! defects. 
Sponsor: Chiron Vision Date Designated: 10/5/1987 
Address: 500 Iolab Drive Market Approval Date: Not ciiireritly Approved 

Claremont CA 9 17 11 

--------------------_____I______________--------------------------------------------------------------------------------------------------------------------- 

Generic Epirubicin Trade Ellence 
Name: Name: 
Designated Treatment of breast cancer. 
Indication: 
Sponsor: Pharmacia & Upjohn Company Date Designated: 9/14/1999 
Address: 0634-298-l 13 Market Approval Date: 90511999 

7000 Portage Rd. 
Kalamazoo MI 49001-0199 

-“--‘-“‘-“““-‘-----~------~,,~----------------------------------------------------------------------------------------~--------------------------------- 
Generic Epoetin alfa Trade NONE ASSIGNED ’ 
Name: Name: 
Designated Treatment o~myelodysplastic syndrome. 
Indication: 
Sponsor: R. W. Johnson Pharmaceutical Research Date Designated: 12/20/1993 
Address: Route 202, P.O. Box 300 Market Approval Date: Not currently Approved 

Raritan NJ 08869-0602 
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Generic Epoetin alfa Trade Epogen 
Name: Name: 
Designated Treatment of anemia associated with HIVinfectioti or HIV treatment. 
Indication: 
Sponsor: Amgen, Inc. Date Designated: 7/l/1991 
Address: 1840 DehaviIland Drive Marl& Approval Date: 12/3 l/1990 

Thousand Oaks CA 91320 

-----------------------r------------------------------~-.----------------~--------------~--,---------------“---------------------------------------------------- 

Generic Epoetin alfa Trade Epbgen 
Name: Name: 
Designated Treatment of anemia associated with end stage renal disease. 
Indication: 
Sponsor: Amgen, Inc. Date Designated: 4/10/1986 
Address: 1840 DehavilIand Drive Ma&t Approval Date: 6/l/1989 

Thousand Oaks CA 91320 

--------------------------------------------------------------------------------------.------------------------------------------------------------------------- 
Generic Epoetin alpha Trade Pro&t 

Name: Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of anemia ofprematurity in preterm infants. 

R. W. Johnson Pharmaceutical Research 
Route 202, P.O. Box 300 
Raritan NJ 08869-0602 

Date Design&ted: 7/21/1988 
Market Approv&l Date: Not currently Approved 

--------------------_____l_____________l----------------------------------------------------------------------------------------------------------------------- 

Generic Epoetin alpha Trade Procrit 
Name: Name: 
Designated Treatment of anemia associated with end stage renal disease, 
Indication: 
Sponsor: R. W. Johnson Pharmaceutical Research Date Designated: 8/27/l 987 
Address: Route 202 South Market Approval Date: Not currently Approved 

P.O. Box 300 
Raritan NJ’ 08869 

----------I----------------------I---------------------~---------------------------------------------------~---------------------------------------------------- 
Generic Epoetin alpha Trade Procrit 
Name: Name: 
Designated Treatment of HIV associated anemia related to HIV infection or E;IIV treatment. 
Indication: 
Sponsor: R. W. Johnson Pharmaceutical Research Date Designated: 31711989 
Address: Route 202, P.O. Box 300 Market Approval Date: Nbt currently Approved 

Raritan NJ 08869 
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Generic Epoetin beta Trade Marogen 
Name: Name: 
Designated Treatment of anemia associated with end stage renal disease. 
Indication: 
Sponsor: Chugai-USA, Inc. Date Designated: 10/22/1987 
Address: 3780 Hawthorn Court Market Approval Date: Not currently Approved 

Waukegan IL 60087 

Generic Epoprostenol Trade Flolan 
Name: Name: 
Designated Treatment of secondary pulmonary hypertension due to intrinsic precapillary pulmonary vascular disease. 
Indication: 
Sponsor: GlaxoSmithKline Date Designated: 3/22/1999 
Address: Five Moore Dr. Market Approval Date: 4/14/2000 

PO Box 13398 
Research Triangle Park NC 27709-3398 

---------L----------------i------------------------------------------~------------------------------------------------------------------------------------- 
Generic Epoprostenol Trade Flolan 

Name: Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment ofprimary pulmonary hypertension. 

Glaxo Wellcome Inc. 
5 Moore Drive 
Research Triangle Park NC 27709 

Date Designated: 9/25/1985 
Market Approval Date: 9/20/1995 

--------------------------I-----------------------------*---------------------------------.-~-----~~------~--------------------------------------------------- 

Generic Erwinia L-asparaginase Trade’ Erwinase 
Name: Name: 
Designated Treatment of acute lymphocytic leukemia. 
Indication: 
Sponsor: Porton International, Inc. Date Designated: 7/30/1986 
Address: 7 114 Springbrook Terrace, #200 Market Approval Date: Not currently Approved 

Spotsylvania VA 22553 

--------------------_____l_____________l---------------------------------------------------------------------------------.------------------------------------ 

Generic Erythropoietin (recombinant human) Trade NGNE ASSIGNED 
Name: Name: 
Designated Treatment of anemia associated with end stage renal disease. 
Indication: 
Sponsor: McDonnell Douglas Corp 

P.O. Box 516, 107/2 MS10 
Date Designated: 8/19/1987 

Address: Market Approval ‘Date: Not Currently Approved 
St. Louis MO 63166 
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Generic Etanercept T&de Enbrel 
Name: Name: 
Designated Reduction in signs and symptoms of moderately to severely active j&‘yarticular-course juvenile rheumatoid 
Indication: arthritis in patients who have had an inadequate response to one or mdre’hrisease-modi~i~g anti-rheumatic drugs. 
Sponsor: Immunex Corporation Date Designated: 10/27/1998 
Address: 51 University St. Market Approval Date: 5/27/1999 

Seattle WA 98101-2936 

“----‘------------------t---------------------~----------------------.----~---------------~---~-~~~-----~~~-----~-~~--*~~-~~~---~-~=-~---~--~~-~ ---ii-l;i ^ 
Generic Etanercept Trade Enbrel 
Name: Name: 
Designated Treatment of Wegener’s granulomatosis. 
Indication: 
Sponsor: Immunex Corporation Date Designated: 4/6/1999 
Address: 5 1 University Street Market Approval Date: 

Seattle WA ‘98101-2936 
Not currently Approved 

----------l------Ic------------------------------------~-----------------------------------*-------------------.~-------------------------------------------- 

Generic Ethanolamine oleate Trade Ethamolin 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment ofpatients with esophageal varices that have recently bled, to prevent rebleeding. 

Block Drug Company, Inc. 
257 Cornelison Avenue 
Jersey City NJ 07302 

Date Designated: 3/22/1984 
Market Approval Date: 12/22/1988 

-------------------------i-I--------------------------------------------------------------------------.~------------~-------------------------------------------- 

Generic Ethyl eicosapentaenoate Trade NONE ASSIGNED 
Name: Niime: 
Designated Treatment of Huntington’s disease. 
Indication: 
Sponsor: Laxdale Ltd. Date Designated: 4/6/2000 
Address: Kings Park House, Laurelhill Business.Park Market Approval Date: Not currently Approved 

Polmaise Road, Stirling F’K7 9JQ 
United Kingdom UK 

------------------I-----------------------------------------------------------------------*----~------------~--------------------------------------------------- 
Generic Etidronate disodium Trade Didronel 
Name: Name: 
Designated Treatment of hypercalcemia of malignancy inadequately managed by dietary modijcation and/or oral hydration. 
Indication: 
Sponsor: MGI Pharma Inc. Date Designated: 3/21/1986 
Address: 6300 West Qld Shakoppe Rd. Market Approval Date: 4/‘2l/f9S7 

Suite 110 
Bloomington MN 55438-23 18 

-------------------------------------------------------------------------------------------------------------~------------------------------------~--------------- 
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Generic Etiocholanedione bide NONE ASSIGNED 
Name: Name: 
Designated Treatment of aplastic anemia, 
Indication: 
Sponsor: SuperGen, Inc. Date Designated: 1 l/3/1995 
Address: Two Aunabel Lane, Suite 220 Market AppioVhl bate: Nbt cutiently Approved 

Suite 10 
San Ramon CA 94583 

---------------------------------------------------------------------------------------------------------------------------~--------------------------------- 
Generic Etiocholanedi+me Trade 

Ndm ASSIGmc ““_1 . ~ . 

Name: Name: 
Designated Treatment of Prader- Willi syndrome. 
Indication: 
Sponsor: SuperGen, Inc. Date Designated: 5/7/1996 
Address: Two Annabel Lane, Suite 220 Market Approval Date: Nbt currently Approved 

San Ramon CA 94583 

--------------------------------------------------------------------------------------------------------------~------------------~--------------------------------- 
Generic Exemestane Trade Aromasin 
Name: 
Designated 
Indication: 

Address: 

Name: 
Treatment of advanced &east cancer in postmenopausal women whose disease has progressed following tamoxifen 
therapy. 

Pharmacia & Upjohn Date Designated: 9/19/1991 
7000 Portage Road Market Approval Date: 10/21/1‘9‘99 . 
Mail Stop: 0636-298-l 13 
Kalamazoo MI 49001-0199 

---------------------I---------------~-------------------------------------------------------------~-----~------.-------------------------------~------------------ 

Generic Exisulind Trade NONE ASSIGNED 
Name: Name: 
Designated For the suppression and control of colonic adenomatous polyps in the inherited disease adenomatous polyposis 
Indication: coli. 
Sponsor: Cell Pathways, Inc. Date Designated: 211411994 
Address: 702 Electronic Drive Market Approval Date: Not currently Approved 

Horsham PA 19044 

------------------I---------------------------------------*--.-------------------~---~--*------..~----------.--------------------------------------~----------- 
Generic Factor XIII cqncentrate (human) pasteurized Trade Fib~ogknmin P . 
Name: Jgcel , _. , ~ 

Designated Treatment of congenital factor XIII de$ciency. 
Indication: 
Sponsor: Aventis Behring L.L.C. Date Designated: 1/16/l 985 
Address: 1020 First Ave. Market Approval Datl- e: Not currently Approved - 

PO Box 61501 
King of PruSsia PA 19406-0901 

--------------------------I--------------------------------------------------*----------------------------~------------------------------------------------------ 
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Generic Fampridine 
Ti.,ai Neureim 

Name: Name: 
Designated Treatment of chronic, incomplete spinal cord inju y. 
Indication: 
Sponsor: Acorda Therapeutics, Inc. Date Designated: 

6;/2,1g97’ _> 

Address: 15 Skyline Dr. Market ‘Approval’ Date: Not &urently Approved 
Hawthorne NY 10532 

---------------‘-------------------------------------~----------------~----------~-~-*--.------~~-~--~---~-~~“-~-~--~---~-----~---.--~--~---~-- - 
Generic Fampridine Trade Neurelan 
Name: 

z 
Name: 

Designated Relief of $zptoms of multiple sclerosis. 
Indication: 
Sponsor: Acorda Therapeutics Date Designated: 6/2/1987 
Address: 15 Skyline Dr. Market Approval Date: Not currently Approved 

Hawthorne NY 1053 2 

----------1--------------------------------------------------------------~----.-------------------------------------------------------------------------------- 

Generic Felbamate Trade Felbatol 
Name: Name: 
Designated Treatment oflennox-Gastaut syndrome. 
Indication: 
Sponsor: Wallace Laboratories Date Designated: l/24/1989 
Address: 30 1B College Road East Market Approval Date: 7[29/1993 

Princeton NJ 08540 

--------------------------I------------------------------------------------------------------------------------~-------------------------------------------------- 
Generic FIAU Trade NONE ASSIGNED 
Name: Name: 
Designated Adjunctive treatment of chronic active hepatitis B. 
Indication: 
Sponsor: Oclassen Pharmaceuticals, Inc. Date Designated: 7/24/1992 
Address: 100 Pelican Way Market Approval Date: Not cut?-ently Approved 

San Rafael CA 94901 

--------------------________I___________-------------------------------------------------------------------------------------------------------------------------- 
Generic Fibrinogen (hvman) Trade N0F-E ASSIGNED’ 
Name: Name: 
Designated For the control of bleeding andprophylactic treatment ofpatients de$cient in fibrinogen. 
Indication: 
Sponsor: Alpha Therapeutic Corporation Date Designated: 81230995 
Address: 5555 Valley Boulevard Market Approval Date: Not currently Approved 

Los Angeles CA 90032 



Generic Fibronectin (human plasma derived) ‘Tfiae’ Nom ASgIGmD‘ ..” . ” 

Name: Name: 
Designated 
Indication: 

Treatment of non-healing corneal ulcers or epithelial defects which have been unresponsive to conventional 
therapy and the underlying cause has been eliminated. 

Sponsor: Melville Biologics, Inc. Date Designated: 9151’1988‘ 
Address: 3 10 East 67th Street 

New York Efy 10021 
Market Approval Date: Not currently Approved 

Designated Treatment of neutropenia associated with bone marrow transplants. 
Indication: 
Sponsor: Amgen, Inc. Date Designated: 10/l/1990 
Address: 1840 Dehavilland Drive Market Approval Date: 6/15/1994 

Thousand Oaks CA 91320 

-------------------------I------I----------------------------------------------------------------*~-------~---------------------------------------------------~-- 

Generic Filgrastim Trade Neupogen 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Reduction in the duration of neutropenia, fever, antibiotic use, and hospitalization, following induction and 
consolidation treatmentfor acute myeloid leukemia. 

Amgen, Inc. Date Designated: 1 l/7/1996 
One Amgen ‘Center Dr. ‘Market A~$ir&%l Date: 

/_ 4,iii99’8’ 

Thousand Oaks CA 91320-1799 

----------I---------------------------------------.--~-----------.-.-.--~----------------~-----------~~-----~--~------~--------------------------~------~- 

Generic Filgrastim Trade Neupogen 
Name: Name: 
Designated 
Indication: 

Treatment ofpatients with AIDS who, in addition, are aflicted with’ cytomegalovirus retinitis and are being treated 
with gancidlovir. > ,. 

Sponsor: Amgen, Inc. Date Designated: 9/3/1991 
Address: One Amgen Center Dr. 

ThousandOaks CA 91320-1799 
Market Approval Date: Not currently Approved 

’ 

--------------I---------i-------------------------------*------------------------------------~------~--------~----------------------------~~-----~----------- 

Generic Filgrastim Trade Neupogen 
Name: Name: 
Designated For use in the mobilization ofperipheral blood progenitor cells for ‘collection in patients who will receive 
Indication: myeloablative or myelosuppressive chemotherapy1 

.” 

sponsor: Amgen, Inc. Date Designated: 7/17/1995 
Address: 1840 Dehavilland Drive Market Approval Date: 12/28/1995 

Thousand Oaks CA 91320 
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Generic Filgrastim Trade 
Name: 

Neupogen 
Name: 

Designated 
Indication: 

Treatment ofpatients with severe chronic neutropenia (absolute neutrophil count less than 500/mm3). 

Sponsor: Amgen, Inc. Date Designated: 1 l/7/1990 
Address: 1840 Dehavilland Drive Market ApprovalDate: 12/19/1994 j 

Thousand Oaks CA 91320 

----------‘-------------I-------------------------.----~------------.-----.---~.-.---.~~~-”---~----~~-~-~~------~---~.~~~~---~----------------~---------~-‘- 
Generic Flucinolone Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment uveitis involving the posterior segment of the eye. 
Indication: 
Sponsor: Bausch & Lomb Pharmaceuticals, Inc. Date Designated: 713 l/2000 
Address: 8500 Hidden River Parkway 

,., ,..“.” i”./ 
Market Approval Date: Not ‘&t$ently Approved 

Tampa FL 33637 

-------------------------i--I-----------------------“---~-------------~-~~--~.---------“~----.*-~~--~~~---~-.-~--“-~--~~.---~-~----------~----~~---.--.-”----~- . 

Generic Fludarabine phosphate Trade Fludara 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of chronic lymphocytic leukemia (CLL), including refract0 y CLL. 

Berlex Laboratories, Inc. 
15049 San Pablo Avenue, P.O. Box 40”99 
Richmond CA 94804 

Date Designated: 4/18/1989 . h‘. . v. -?, Mgrket Appro”~ sit.,i >~f~~~yg,‘9 1 _\( I ) 

---------------------------------------------------------~-----------~-~------~-----~-----*-.--------~-----.~---~-~--~-~------~--------------------.---------- 
Generic Fludarabine phosph& Trade Fludara 
Name: Name: 
Designated Treatment and management ofpatients with non-Hodgkins lymphoma. 
Indication: 
Sponsor: Berlex Laboratories, Inc. Date Designated: 411811989 
Address: 15049 San Pablo Avenue 

P.O. Box 4099 
Market Approval Date: Not currently Approved 

Richmond CA 94804-0099 
“““““‘I”““-“--------------*--------------------:------------.-------------------~-~--~.~~-~-~.~-~~~----~-------~--------~----~--------------~~-------- 

Generic Flunarizine Trade Sibelium 
Name: Name: 
Designated Treatment of alternating hemiplegia. 
Indication: 
Sponsor: Janssen Research Foundation Date Designated: l/6/1986 
Address: Market Approval Date: 

P.O. Box 200 
Not currently Approved 

Titusville NJ 08560 
I----------------------------II------------------------------.-----------------------------~----~-~----------------“-----------~--------“--~~~------- 



Generic Fluorouracil 
Name: 

Trade 
Name: 

NONE ASSIGNED 

Designated 
Indication: 

For use in combination with interferon alpha-2a, recombinant, for the treatment ofesophageal carcinoma. 

Sponsor: Hoffmann-La Roche, Inc. Date Designated: 10/27/1989 
Address: 340 Kingsland Street 

Nutley NJ d7110-1199 
Market Approval Date: Not currently Approved 

-------------------------------------------------------.--------------~-~-----------------------------------------.--------------..------------~-.------ 
Generic Fluorouracil Trade NONE ASSIGNED 
Name: Name: 
Designated For use in combination with interferon alpha-2a, recombinant, for the treatment ofadvanced colorectal 
Indication: carcinoma. 
Sponsor: Hoffmann-La Roche, Inc. 
Address: 340 Kingslaitd Street 

Date Designated: 4/18/1990 I. 

Nutley NJ 67110-l 199 
Market Approval Date: Not currently Approved 

---------------------------------------------------------------------------------------------------------~.--------------------------------------------------- 
Generic Fluorouracil Trade Adrucil 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
For use in combination with leucovorin for therapy of metastatic adenocarcinoma of the colon and rectum. 

Lederle Laboratories 
Division of American Cyanamid Company 
40 1 N. Middletown Road 
Pearl River NY 10965 

Date Designated: 21611989 
Market ApprovalDate: Not currently Approved 

-------------------------“--------------------------------*----~------~-------..----------~.-.-...~-.---.---------~~--~~~~---~~~~--*-~-.--~~--~----.-------~~- 

Generic Fluorouracil Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of glioblastoma multiforme. 
Indication: 
Sponsor: Ethypharm SA Date Designated: 6/29/2000 
Address: 194 Bureaux de la Colline - Batiment D Market Approval Date: Not currently Approved 

92213 Saint-Cloud Cedex 
France FR 

--------------------------------------------------------------------.---.-~-------*---~-.----.---~.--.-~-.~~----~-.-~-~~~-~~-------.------~-.--~-------~-- 
Generic Fluoxetine Trade Prozac 
Name: Name: 
Designated Treatment of autism. 
Indication: 
Sponsor: Hollander, MD, Eric Date Designated: 4/30/l 999 
Address: Mt. Sinai School of Medicine, Dept. of 

MG& AiF;-v~bate:‘ , 
Not ‘%%$nly Approved 

Box 1230, One Gustave L. Levy Place 
New York NY 10029-6574 

-------I-----------------i----------------------------------------------------.-----~------~--------.-.--~----~~-----------------------.--*------------------ 



Generic Follitropin alfa, recombinant Trade Gonal-F 
Name: Name: 
Designated 
Indication: 

For the initiation and re-initiation of spermatogen&& in ad&i Gd&‘Giih repYod&ve faili& d&to 
hypothalamic orpifuitdvy a’yssfnction, hypogonadotropic hypogonhdisti. AA&NDED indi&.&on 6/2i’OO: For 
the induction of spermatogenesis in men with primavy and secondaiy hypogonadotropic hypogonadism in whom 
the cause of infertility is not due to primary testicular failure. 

Sponsor: Serono Laboratories, Inc. 
Address: 100 Longwiter Circle 

Date Designated: 12/21/1998 
Market Approval Date: 5/24/2000 

Norwell MA 0206 1 

-----------------------------------------------------~---~------------~--~--‘--------~~---~---*---~~---~-~-----~~--~--~-~~-~--~-~~--~-~-~-~~~~--~-~~-.~-~~- ” 
Generic Fomepizole ‘Trade Antizole 
Name: Name: 
Designated Treatment of methanol or ethylene glycolpoisoning. 
Indication: 
Sponsor: Orphan Medical, Inc. Date Designated: li/22/1!%8 -. 
Address: 13 9 11 Ridgedale Drive Market Approval Date: 12140997 

Suite 250 
Miunetonka MN 55305 

----m-s -----------I-------------I---------------~-------*-~----------~----~-------~-~----~----.~~~-~~---~~~~-~-~~~--~~---~-~~~-~~~-~~---~--~-~--“-‘~--~-*-~~~- 
Generic Fomepizole Trade Antiiole 
Name: Name: 
Designated Treatment of methanol or ethylene glycol poisoning. 
Indication: 
Sponsor: Orphan Medical, Inc. i?RW1988 --, --, -- -- 
Address: 13 9 11 Ridgedale Drive 

Date Designated: 
Market Approval Da L: 12/S/2000 

Suite 250 
Mirmetonka MN 55305 

------------------------------------------------------*------------*-~-~-~-~--~------.-*-~~-~~-~-~~~~-~.~--~-~---~---~-~~-~~-----~~--~-~---------~--~~-~--- - 
Generic Fosphenytoin Trade 
Name: 

Cerebyx 
Name: 

Designated 
Indication: 

For the acute treatment ofpatients with status epilepticus of the grand mal type. 

Sponsor: Warner-Lambert Company Date Designated: 61411991 
Address: 2800 Plymouth Road Market Approval Date: S/5/1996 

Ann Arbor MI 48106 

--------------------------i---i---------------~-~-----------~~-----~-~~---~~-~-.~~------~--~~--=--~~~~~~~----‘~-~‘---‘~~~~-~~~~--~~-~~--~~ __-_ c _I__ i--.ii--i---~;i’-~ 
Generic Fructose-1,6-diphosphate Trade Cordox 
Name: Name: 
Designated Treatment ofpainful vaso-occlusive episodes associated with sickle cell disease. 
Indication: 
Sponsor: Questcor Pharmaceuticals, Inc. 512911998 
Address: 3260 WhippIe Rtiad 

Date Designated: 

Union City CA 94587-1217 
M&k& Approvd Date: Not currently Approved 

--------------------------.---------------------------------------------------------------------------------------.-----~-------~--~------------.--------~------- 

\ 
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--------------------------------i--------------.---------------------------------.----~---.--.-----------~~---------~~~-------------~--------.--*-----~~-- 
Generic Gallium nitraie injection Trade Ganite 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of hypercalcemia of malignancy. 

Solopak Pharmaceutical Co. 
1845 Tonne Road 
Elk Grove Village IL 60007 

Date Designated: 12/5/1988 
Market Approval Date: 1/17/i991 

Generic Gabapentin Trade Neurontin 
Name: Name: 
Designated Treatment of amyotrophic lateral sclerosis. 
Indication: 
Sponsor: Warner-Lambert Company Date Designated: 7/s/1995 
Address: Parke-DavisPharmaceutical Research Market Approval Date: 

2800 Plymouth Road 
Not currently Approved 

Ann Arbor MI 48105 

-----------------I--------------I--I------------------------------------.---------------------~-----------------~---.---------------------------------------- 

Generic Gamma hydroxybutyrate Trade NONE ASSIGNED ” 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of narcolepsy and the auxiliary symptoms of cataplexy, Skep paralysis, hypnagogic hallucinations and 
automatic behavior. 

Biocraft Laboratories, Inc. Date Designated: 12/3/1987 
18-O 1 River Road 
Fair Lawn bJJ 074 10 

Market ApprovalDate: Not currently Approved 

-----------------------------------------------------------------------------------------.----------~~~-~~--------~~------~--*------~---------------~~--’ 

Generic Gammalinolehic aci& 
” 

Trade’“. 
“ficM,;issrGmD.p L ‘_ I , 

Name: Name: 
Designated Treatment oyjuvenile rheumatoid arttiritis. 
Indication: 
Sponsor: Zurier, Robert B. M.D. Date Designated: 712711994 
Address: University of Massachusetts Medical Center 

“,*_*. .~.~. * . 
Market Approval Date: 

,,._I ., ‘ \ 

55 Lake Avenue 
Not currently Approved 

Worcester MA 01655 

Generic Ganaxolone 
Name: 
Designated Treatment of infantile spasms. 
Indication: 

Trade 
Name: 

NONE ASSIGNED 

Sponsor: Purdue Pharma L.P. Date Designated: 5/25/1994 
‘, .,, 

Address: 100 Connecticut Ave. Market Approval Date: 
Norwalk CT 06850-3590 

Not currently Approved 

--------------------------I-------------------------------”--.-------------~--------------~------------*.~---*-.~--~-----~-------------------------~~----~----- 
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Generic Ganciclovir intravitreal in@& 
_( .,_ 

Trade _. 
Name: 

Vitrasert Implant 
Name: 

Designated Treatment of cytomegalovirus retinitis. 
Indication: 
Sponsor: Bausch & Lomb Surgical, Chiron Vision Date Designated: 6f7li995 
Address: 9342 Jeronimo Road Market Approval Date: 31471996 

Irvine CA 92718-1903 

-------------------------c-------------------------------~----------------------------~---.~---------~-~-----.----~------~-------------~-.--------------~--“. 

Generic Ganciclovir sodium Trade Cytovene 
Name: Name: 
Designated Treatment of cytomegaiovirus retinitis in immunocompromisedpatients with AIDS. 
Indication: 
Sponsor: Syntex (USA), Inc. Date Designated: 10/31/1985 
Address: 3401 Hillvie’w Avenue Market Approval Date: 61230989 

Palo Alto CA 94304 

--------------------____________I_______--------------*---------------------------------------------------------------“------~----------------------~----------- 

Generic Gavilimomab Trade NONE ASSIGNED 
N&e: Name: 

Designated 
Indication: 
Sponsor: 
Address: 

Acute graf-versus-host disease (aGKVD) 

Abgenix, Inc. 
760 1 Dumbarton Circle 
Fremont CA 94555 

Date Designated: 
Market Approval Date: 

11/20/2000 
Not currently Approved 

------------------------‘I-----------------------------------------------------------~.--------”~--~--~~---.---------~~----------~-~----------~--.- 

Generic Gemtuzumab zogamicin Trade Mylotarg 
Name: Name: 
Designated Treatment of CD33-positive acute myeloid leukemia, 
Indication: 
Sponsor: Wyeth-Ayerst Laboratories Date Designated: 1 i/24/1999. 
Address: PO Box 8299’ Market Approval Date: +5/17/2000 

Philadelphia PA 19101-8299 

-------------------------------------------------------------’------~--------------~----..~----------~~---~~-~-----------------------------~-~--~----------~--- 
Generic 

_ .,* . . .._. 
Gene plastiid’hVEGFl63 dliv&~‘by human 

_ .“. *Tiiii.” -.- I ,.,?.. Trlnti _.) .I) , 

Name: cytomegalovirus, and [2,3-bis(oleoyl)p~opyl]trimethyl Name: 
ammonium and dioleoyl phosphatidyl &hanol%Sii! 

Designated Prevention of complications due to neointimal hyperplasia disease in certain vascular anastomoses. 
Indication: 
Sponsor: Ark Therapeutics Ltd. Date Designated: ld/2412OOO 
Address: 6 Warren Mews Market Approval Date: 

London WlP 5DJ UK 
Not currently Approved 
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Gerieric Gentamicin impregnated PMMA bea& on surgical wire Tiade ” Seitoljal 1 
Name: Name: 
Designated 
Indication: 

Treatment of chronic osteomyeiitis ofpost-traumatic, postoperative, or hematogenous origin. 

Sponsor: Lipha Pharmaceuticals, Inc. Date Designated: l/3 111991 
Address: 9 West 57tliStiet &ket &g&)<a I&ie: 

Suite 3825 

N&t.z-i;tii Appro;;kd 

New York NY 10019-2701 
-----------------I----------------------------------~------------------------~-------.-------~--~-~----.---.--~----~--~~--~----------------~-~--~--~-~~-~-- 

Generic Gentamicin liposome injection Trade Mai’tec 
Name: Name: 
Designated Treatment of disseminatedMycobacterium avium-intracellulare infection. 
Indication: 
Sponsor: Liposome Company, Inc. Date Designated: 7/10/1990 

” 

Address: One Researqh Way “h&&et A$piov&‘j3aie: 
N& G%,i;;dy Apdidied 

Princeton NJ 08540 

----------I-------------------------------------------~---------------------~-----~-------------~-~.---~~------~-~-----~---~----.-~---------~-~----~--~~--- 

Generic Glatiramer acetate Trade Copaxone 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of multiple sclerosis. 
Name: 

Teva Pharmaceuticals USA 
15 10 Delp Drive 
Kulpsville PA 19443 

Date Designated: 1 l/9/1987 
Market Approv& Date: lii20/1996 

------------------------------------------------------*-~--------------------------------------------------~--------.----~-----~--.---~----------------~---- 
Generic Glatiramer ac’etate for idjktion ’ 

1 ., ,* . 
Trade 

Name: 
Col!ba&he 

Name: 
Designated Treatment of primary-progressive multiple sclerosis 
Indication: 
Sponsor: TEVA Pharmaceuticals, USA Date Designated: 6/5/2001 
Address: 1090 Horsham Road 

North Wales PA 19454 
Market Approval Date: Not currently Approved 

----------I--------------------------------------------.--..--.---------------------~-----~-----------------~---~~~-----------~-~---------------------------~--- 

Generic Glutamine Trade NONE? ASSIGNED- 
Name: Name: 
Designated 
Indication: 

For use with human growth hormone in the treatment of short bowel syndrome (nutrient malabsorption from the 
gastrointesti’nal tract resultingporn an inadequate’.absorptive surface), 

Sponsor: Nutritional Restart Pharmaceutical, L.P. Date Designated: 31611995 
Address: 4364 South Alston Avenue Market Approval Date: 

Durham NC, 277 13 
Not currently Approved , , * 



Generic Glyceryl trioleate and glyceryl trierucate Trade 
Name: Name: 

NONE ASSIGNED 

Designated 
Indication: 

Treatment of adrerzoIeukoc&strophy. 

Sponsor: Moser, Hugo W. M.D. Date Designated: 21141i945 
Address: Johns Hopkins University Market Approval Date: Not currently Approved 

Kennedy Krieger Institute, 707 North 
Baltimore MD 21205 

--------------------____I_______________--------------“----------------------------------~----------------------------------------------------------------- 
Generic Gonadorelin acetate Trade Lutrepulse 
Name: Name: 
Designated For induction of ovulation in women with hypothalamic amenorrhea due to a deficiency or absence in the quantity 
Indication: or pulse pattern of endogenous GnRH secretion. 
Sponsor: Ferring Laboratories, Inc. Date Designated: 4/22/l 987 
Address: 400 Rella Boulevard Suite 201 Market Approval Date: 10/10/1989 

Stiem NY 1090 1 

------------_----_---------------------------------------------------------------------------------------------------------------------------------------------- 
Generic Gossypol Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of cancer of the adrenal cortex. 
Indication: 
Sponsor: Reidenberg, Marcus M. M.D. Date Designated: 10/22/1990 
Address: The New York Hospital - Cornell Medical Market Approval Date: Not currently Approved 

525 East 68th Street, Box 70 
New York NY 10021 

-------_------___-_-____l______l________--------------------------------------------.---“---------------------------------------------------- 
Generic GplOO adenoviral gene therapy Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of metastatic melanoma. 
Indication: 
Sponsor: Genzyme Corporation Date Designated: 3/25/1997 
Address: One Mountain Rd. Market Approval Date: Not currently Approved 

P.O. Box 9322 
Framingham MA 01701-9322 

--------------------------I------------------------------~------------------------------------------------------------------------------------------------------- 
Generic Growth hormbne releasing factor Trade NONE ASSIGNED 
Name: Name: 
Designated For the long-term treatment of children who have growth failure due to a lack of adequate endogenous growth 
Indication: hormone secretion. 
Sponsor: ICN Pharmaceuticals, Inc. Date Designated: g/7/1989 
Address: ICNPlaza : ‘Market Approval Date: Not currently Approved 

3 3 00 Hyland Avenue 
Costa Mesa-CA 92626 

------------------------------------------------------------------------------------------------------------------------------.--------------------------------- 
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Generic Guanfacine Trade Tenex 
Name: Name: 
Designated Treatment offragile X syndrome. 
Indication: 
Sponsor: Watson Laboratories, Inc. Date Designated: 81511999 
Address: 3 11 Bonnie Circle 

PO Box 1900 
Market Approval Date: Nbt currently Approved 

Corona CA 91718-1900 
----------I-------------------------------------------------------------------------------.----------------.----------------------------~----------------- 

Generic hSGl.l-mAb Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of dermatomyositis 
Indication: 
Sponsor: Alexion Pharmaceuticals, Inc. Date Designated: 912 l/2000 
Address: 3 52 Knotter Drive Market Approval Date: Not currently Approved 

Cheshire CT 06410 

--------------------___________________I------------------------------------------------------------------------------------------------------------------------ 
Generic hSGl.lmAb Trade NONE ASSIGNED 
Name: 
Designated 
Indication: 
Sponsor: 
Address : 

Idiopathic membranous glomerular nephropathy 
Name: 

Alexion Pharmaceuticals, Inc. Date Designated: 3151200 1 
3 52 Knotter Drive Market Approval Date: Net currently Approved 
Cheshire CT 064 10 

---------------_---_------.-------------------------------------------------------------------------------.---------------------------------------------------- 
Generic Halofantrine Trade Halfan 
Name: Name: 
Designated Treatment of mild to moderate acute malaria caused by susceptible strains of P. falciparum and P. Livax, 
Indication: 
Sponsor: SmithKlme Beecham Pharmaceuticals Date Designated: ii/4/i99i 
Address: One Franklin Plaza Market Approval Date: 712411992 

P.O. Box 7929 
Philadelphia PA 19101 

-----------------_---------------------------------------------------------------------------------------------------------------------------------------------- 
Generic Halofuginone Trade Stenordl 
Name: Name: 
Designated Treatment of systemic sclerosis. 
Indication: 
Sponsor: Collgard Biopharmaceuticals Ltd. Date Designated: 21712000 
Address: Textile House, 2 Koifman St. Market Approval Date: Nbt currently Approved 

Tel-Aviv 68012 
Israel IL 

----------I--------------i-------------------.--------------------------------------------.----.--------------“----------------~-------------------------------- 
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Generic Heme arginate Trade 
Name: Name: 

Normosang 

Designated Treatment of symptomatic stage of acute porphyria. 
Indication: 
Sponsor: Berlex Laboratories, Inc. Date Designated: 3/10/1988 
Address: 15049 San Pablo Avenue Market Approval Date: Not currently Approved 

Richmond CA 94804-0099 

-----------------I-----*---------------------------------------------------------------------------------------------------------.----------------~------- 
Generic Heme arginate Trade Normosang 
Name: Name: 
Designated Treatment of myelodysplastic syndromes. 
Indication: 
Sponsor: Berlex Laboratories, Inc. Date Designated: 3/l/1994 
Address: 15049 San Pablo Avenue 

Richmond CA 94804-0099 
Market Approval Date: Not currently Approved 

----------------------.---c--------------------------------.----------------------------------------~-------~------------------------------------------------------- 

Generic Hemin Trade Panhematin 
Name: Name: 

Designated 
Indication: 

Sponsor: 
Address: 

Amelioration of recurrent attacks of acute intermittentporphyria (AIP) temporarily related to the menstrual cycle 
in susceptible women and similar symptoms which occur in other patients with AIP, porphyria variegata and 
hereditary coproporphyria. 
Abbott Laboratories Date Designated: 3/16/1984 
Diagnostics Division Market Approval Date: 7/20/1983 
Abbott Park IL 60064 

-------------------------------------------------------------------------------------------------------------------------------------------------------------- 
Generic Hemin and zinc mesoporphyrin Trade Hemex 
Name: Name: 
Designated Treatment of acute porphyric syndromes. 
Indication: 
Sponsor: Bonkovsky, Herbert L. M.D. Date Designated: 12/20/1993 
Address: University Of Massachusetts Medical Center Market Approval Date: Not currently Approved 

55 Lake Avenue North 
Worcester MA 0 1655 

----------------------------------------------------------------------------------------------------------~------~~------------------------------,--------------- 
Generic Hepatitis B immune globulin intravenous (human) Trade Nabi-HB 
Name: Name: 
Designated Prophylaxis against hepatitis B virus reinfection in liver transplant patients. 
Indication: 
Sponsor: NAB1 Date Designated: 31811995 
Address: 12280 Wilkins Avenue Market Approval Date: Not currently Approved 

Rockville MD 20852 
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Generic Herpes simplex virus gene Trade NONE ASSIGNED 
Name: Name: 

Designated Treatment ofprimary and metastatic brain tumors. 
Indication: 
Sponsor: Genetic Therapy, Inc. Date Designated: 10/16/1992 
Address: 938 Clopper Road Market Approval Date: Not currently Approved 

Gaithersburg MD 20878 

--------------------------1---1------1-- ‘r’T’T’-~~-““‘,‘--r’-‘r-““““““----~-,-~------------- 
Generic Histamine Trade, Maxamine 
Name: Name: 

Designated For use as an adjunct to cytokine therapy in the treatment of malignant melanoma. 
Indication: 
Sponsor: Maxim Pharmaceuticals, Inc. Date Designated: 2/l/2000 
Address: 8899 University Center Lane Market Approval Date: Not currently Approved 

Suite 400 
San Diego CA 92 122 

------------------------------------------------------------------------------------------~---~~-. --,- 5 -,m--- y-y ------ .! ---- wr------y ------ ~.-L’----l-,--‘~‘l”“,--~~-~~ 
Generic Histamine Trade Maxamine 
Name: Name: 
Designated Adjunct to cytokine therapy in the treatment of acute myeloid leukemia. 
Indication: 
Sponsor: Maxim Pharmaceuticals, Inc. Date Designated: 12/15/1999 
Address: 8899 University Center Lane Market Approval Date: Not currently Approved 

Suite 400 
San Diego CA 92122 

-------------------------------------------------------------------------------------------~ -? ---,w-------.e. T-y--T --- ‘-r-“““‘I”T-‘s----‘-““-“T”T-l”‘~ 
Generic Histrelin Trade NO&E ASSIGNED 
Name: Name: 
Designated Treatment of acute intermittent porphyria, hereditary coproporphyria, and variegate porphyria. 
Indication: 
Sponsor: Anderson, Karl E., M.D. Date Designated: 5/3/1991 
Address: University of Texas Medical Branch at Market Approval Date: Not currently Approved 

Route J-09, 700 The Strand 
Galveston TX 77550 

--------------------------l------l--u--l---- ------------rT--r’--------,----T--------------~----,. -------- 

Generic Histrelin acetate Trade Supprelin Injection 
Name: Name: 
Designated Treatment of central precocious puberty. 
Indication: 
Sponsor: Roberts Pharmaceutical Corp. Date Designated: g/10/1988 
Address: Meridian Center III Market Approval Date: 12/24/1991 

6 Industrial Way West 
Eatontown NJ 07724 

-----------------------L---------------------------~--~-----------~---~ ‘-“‘-“‘--I”““~-“-“‘-r----~,~---~~~~~------~------------~----------------~--------~--.~--, 
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Generic 
_ ,. r, 0 . ~ _ 2 a, ,(“) i;ll(. HLA-B7/BetatM ‘DNA L$id @Mmo;jiRj Complex . . 

Name: 

*I, TG& ,,,_q._,: 1.,,, _;,, ,._^ ‘“..y:” ,P”% >,^ _i, )‘ .(,I,‘ . ,. , ,, ., 
Allovectm-7 

Name: 
Designated 
Indication: 

Treatment of invasive and metastatic melanoma (stages II, III, and Iv). 

Sponsor: 
Address: 

Vital Incorporate4i 
9373 Totie Centre Dr., Suite 100 
San Diego CA 92121 

Date .Designated: 
Market Approval Date: 

9/30/1999 
Not currently Approved 

---1----1---1------~- ---_----1_---_--_---____ ~-~-i:-i- ---_ L;i-;L”;--~~i ___-I_- ;-*; “/? ” ‘. I’ ‘- *I’ ‘.-’ .) 

Generic Hsp E7 
---m-m----- -.-.ri,,,,;-,r,~,,m~~~-,~~~-~-,--~~~-~-~~.-,~~~-~~~~-~~~~~~~~ +, ’ 

Name: 
Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of recurren t respiratory papiliomatosis v) 

Sponsor: 
Address: 

StressGen Biotechnologies, Inc. 
409 2nd Avenue 

Date Designated: 3/19/2001 

Suite 201 
Market Approval Date: N6t hrhly Approved 

Collegeville PA 19426-2655 
----------------------‘1-----------------~-~~~~~~~ -~-;~~~~~-~~~;~~~~~~~~~~~“~~~~~-~~~~~~~~-~-~~~~:~,~,~~ &z-t&.. .; e, “,.. ________ -- ____ ~~~:~~~.&~~~~Asr;~ _-__ ;;,“hL-,,s~2~ -_-__ I “. I/ ‘.L /, : ,_ 

Generic 
Name: 

HulDlO, humanized monoclonal antibody Trade Remitogen 
Name: 

For use in the treatment of lDIO+ B cell non-Hodgkin ‘s lymphoma Designated 
Indication: 
Sponsor: 
Address: 

Protein Design Labs, Inc. 
3 480 1 Canqius Drive 
Fremont CA 94555 

Date Designated: 11/28/2001 
Market Approval Date: Not currently Approved 

----------I-------------I__ ---_ - _--_-------__--_--_-_ i-i-.~-.,-,,,~)L-~~~~-“-~~~-~~-~~~~~~.~~.~ _____ r:~-?i;-L~=~~;‘ii,,-~~~~~~-~~~~ ,-;‘.“ii i*- 

Generic 
_______ ;if;-,“,~~;~~;l;;,--i; i 

Name: 
Human acid precursor alpha-glucosidase, recombinant Trade NONE ASSIGNED 

Name: 
Designated 
Indication: 

Treatment of giycogen storage disease type I. 

Sponsor: Pharming/Genzyme LLC 
Address: c/o Genzyme Corporation 

Date Designated: 9/10/199~ 

1 Mountain Rd. 
Market Approval Date: Not currently Approved 

FraminghamMA 01701-9322 “’ 
----------I---------------------------1 ,,L~~~-;;;,-;,~;~~~~-~~-.~~-.~-~~~~~~~~~~-~-~~~~~~-~~~ ^ :“a*.- ,.,_. z ,, 1;. ,.. -,-;xw;“;;;+ ______ ~ ___- --?“i~~~*,,‘;,;,~-~~~---~~~~~ .: ” 
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Generic human gammaglobulin 
Name: 
Designated Treatment for juvenile rheumatoid arthritis 
Indication: 
Sponsor: Protein Therapeutics, Inc 
Address: 9040 S. Rita Rd., Suite 1100 

Tucson AZ 84747 

Trade NOl+- ‘ ““T~~TCT-s 

Name: 

Date Designated: 51251200 1 
Market Approval Date: Not currently Approved 

Designated Treatment ofAIDS. 
Indication: 
Sponsor: MicroGeneSys, Inc. 
Address: 1000 Research Parkway 

Meriden CT 06450 

Date Designated: 1 l/20/1989 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address : 

Treatment of graft-versus-host disease. 
Name: 

MedImmune, Inc. * 
35 West Watkins Mill Rd. 
Gaithersburg MD 20878 

Date Designated: 
Market Approval Date: 

11/13/1998 
Not currently Approved 

------e------------_-_----i -_--_-_-_---__-_-__-___I_ i-i----Yi-,-j-~-;~~~~~-~~~~~--~~-~~~-~~~~~~~~~~~-~‘~~’ ~ ‘~.J& 2.2 ,..m. ib., 0 

Generic H”manized &iwhtiman ‘cc16;2’M;ib‘. * ” . ’ _’ -- _ $/&e’ _ 

_-_ _____ I -----. -,,;~~~-~~~~-‘~-~~-~~~~~~~~~-~~~~~~’~~~~~~-,’, 

Name: 

“tiDIdO; 

Name: 
Designated 
Indication: 

For the induction of donor-specijic immunologic unresponsiveness resulting in prophylaxis of organ rejection 

Sponsor: 

without the needfor chronic immunosuppressive therapy, in patients receiving allogeneic renal transplants. 

Biotransplant, Inc. 
Address: Building 75, 3rd. Ave. 

Date Designated: 911711998 

Charlestown Navy Yard 
Market Approval Date: Not currently Approved 

Charlestown MA 02129 

Designated Prevention of acute graft-vs-host disease following bone marrow transplantation. 
Indication: 
Sponsor: Hoffmarm-La Roche, Inc. 
Address: 340 Kingsland Street 

Date Designated: 31511993 

Nutley NJ 67110-1199 
Market Approval Date: Not currently Approved 



Generic Humanized lL\;;IAb @EC-1%) fo’ CD&c . 
,,~ .I_i_l =.,...- - -. 

Tide NONE ASSIGNED 
Name: Name: 
Designated Treatment of systemic lupus erythemntosus. 
Indication: 
Sponsor: Idec Pharmaceuticals Corporation 21911999 
Address: 

Date Designated: 
3030 Callan Rd. Market Approval Date: 
San Diego CA 92121 

Not currently Approved 

w----m-m me- -~~~----~-~~~---~ I _-1___-__1_--___-___ -iirsli-.ii--i---=-li-;j-hi -_i_ ;;;,i,-;=~~;~;li,,~-‘~~~~~~~~~~~~~~~~~-~~~~~~~~~~~~~~~~~-~-~~~-.~~.~~~~~~-~-~-,~~-~ 

Generic humanized monoclonal antibody against Shiga-like toxin Trade NONE ASSIGNED 
Name: H Name: 
Designated 
Indication: 

TO prevent the development of or to decrease the incidence aid severity ofhemolytic uremic syndrome and 
associated sequelae of Shiga-like toxin-producing E. coli. 

Sponsor: Teijin America, Inc. 9/12/2001 
Address: 

Date Designated: 
600 Alexander Park Market Approval Date: 
Suite 304 

Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of acute cyanide poisoning 

Orphan Medical, Inc. 
13 9 11 Ridgedale Drive 
Suite 250 
Minnetonka MN 55305 

Date Designated: 9l22l2000 
Market Approval Date: Not currently Approved 

--------------------------------------------------------“~-~-.----~-~~---~~-~~~-~~~~~~~-~~~~-~~~~~ .~., ,, / ,_, ;,,/ .A/ w-Mm &&,-;&-&,A2 ---;-~‘-;;~-“;‘-;;;~.~-~-~-~.~-.~~-~~~: ‘9 ” ‘ I 

Generic Hydroxyurea Trade Droxia 
Name: Name: 
Designated 
Indication: 

Treatment ofpatients with sickle cell anemia as shown by the presence of hemoglobin S, 

Sponsor: Bristol-Myers Squibb Pharmaceutical 10/l/1990 
Address: P.O. Box 40bO 

Date Designated: 
Market Approval Date: 212511998 

Princeton NJ 08543 



Generic Hypericin 
Name: 
Designated 
Indication: 

Treatment of cutaneous T-cell lymphoma. 

Trade 
Name: 

NON- _ __I.._ E A .cSTr;NED 

Sponsor: Nexell Therapeutics, Inc. 
Address: 275 1 Centeiville Rd., Suite 216 ’ 

Date Designated: _ I .,. ..* ., 2/7/2000 

Wilmington DE 19808 
Market Approval Date: Not currently Approved 

----------I------------------------------.--.----~--~~, -i-^-ii;-i-~i-;;~~~~~~“-~~,~~~-~-~-~~~ iel) N-*8. --------. ~~~.;“,rr-~:~~-‘,-~i;-.~~---~ ____ L-~ _______ ~,~i~~~-;~~~~~~~~~-,~~-~~,~~ “.i”.il,rr.~..L,l”‘r’;~. 
Generic Ibuprofen i.v. solution Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated Treatment ofpatent ductus arteriosus. 
Indication: 
Sponsor: Farmacon-IL-LLC 
Address: 1720 Post Road East 

Date Designated: 10/29/1996 

Suite 213 
Market Approval Date: Not currently Approved 

Westport CT 06880-5643 
--------------------------i---- ---_------____---_I_- ----i--i -____ il_____-_--_---___ ;e;;,,,;iz,r,,-~i~~~--~~---~~~,~- ___________ “.~-~s;;;;-.~~~~-;i,,~~~*,-~~~~,~-~---~~~~~~~’ ’ “i.,,i. -’ 

Generic Ibuprofen i.v. solution Trade 
Name: 

Salprofen 
Name: 

Designated Prevention ofpatent ductus arteriosus 
Indication: 

_ ., ,. i”* .L I ..I 

Sponsor: Farmacon-IL, LLC 
Address: 1720 Post Road East 

Date Designated: 10/29/1996 

Suite 2 13 
Market Approval Date: Not currently Approved 

Westport CT 06880-5643 
------~-~-------~---~~~--~~~~~~--~~-~~-L ----_-_ - ----__- i--i---------ii-ir----,i; ___-_--_ ;-Li*--;---,;;,;i,-~-~--‘--:-.~.~~~~~~~~-~~~-~-~~~~~~~~~~-~~-~-.-~-~~~-~~~‘~ 

Generic ., ,. .Tr~d~ ,, % ,.. - / I. ̂  * I ,~, ., ..,. .,l ‘.,& .._... ..;. \ ” . ,) .I” ,.; 1 

Name: 
Icodextrin 7.5% with Eiectrolyt& P&-i~on&l%iki~% 
Solution 

Extraneal (with 7.5 /o Icodextrm) Peritoneal ’ 
Name: Dialysis Solutio 

Designated 
Indication: 

Treatment of those patients having end stage renal diseuse and requiring peritoneal dialysis treatment. 

Sponsor: Baxter Healthcare Corporation Date Designated:, 711811997 
Address: Renal Division 

1620 Waukegan Road 
Market Approval Date: Not currently Approved 

McGaw Park IL 60085 
---- ----_-------_----____l_____l___ ___I -__- -I__- --ir---------i---i-~~-~~~--~--~~~-~~~-~~-~”-~i”i ” “- __________ L&i.eai’~’ ,,; A ,~~~c”;~;~~~~,r;~~~~~~~~~~~~~-~~-~~~~~~~,- 2 

Generic Idarubicin HCI for injection Trade 
Name: 

Idamycin 
Name: 

Designated 
Indication: 

Treatment of acute myelogenous leukemia, also referred to as acute noniymphocytic leukemia. 

Sponsor: Adria Laboratories, Inc. 712511988 
Address: P.O. Box 16529’ 

Date Designated: 
Market Approval Date: 912711990 

Columbus OH 43216 
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Generic Idarubicin HCI for injection 
Name: 

Trade Idamycin 
Name: 

Designated Treatment of acute lymphoblastic leukemia in pediatric patients. 
Indication: 
Sponsor: Pharmacia & Upjohn 2/12/1991 
Address: 7000 Portage Road 

Date Designated: ,) ,__,_. 

Unit 0633-298-l 13 
h+rket Approval Date: Not currently Approved 

Kalamazoo MI 49001-0199 
----------I-----------~--------- ---- _-----_ __I-___ -i-i _--_____I_ ;k;,*“z,,‘dL-i --___-_- iiii---;;,i-;i~-s,i;,;-c;,;,;,;,;;jr L;i-;i*,r;;,s~~~,;~~~~~~-~~-.~~-. ,.‘, 

Generic Idoxuridine Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of nonparenchymatous sarcomas. 
Indication: 
Sponsor: NeoPharm, ‘Inc. Date Designated: 4180996 
Address: 225 East Deerpath, Suite 250 

Lake Forest IL 60045 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Long term enzyme replacement therapy for patients with MPS II (Hunter Syndrome) 

Transkaryotic Therapies Inc. 
195 Albany Street 
Cambridge MA 02 13 9 

Date Designated: 1 l/28/2001 
Market Approval Date: Not currently Approved 

~~~---~~~~~~ --s-w ~---~~-~~~~~~~--- -_-__ I--_____ _.-__--  ̂__-- i---i;-iLi--ii~i-i-ii-i--;l___ i,‘;~~~,;l,:,~i,Ci---,-.~-~~.~-!~~~~~~~~~~~~~~~~--.-‘---~~--~~~~~,~.~--~~~~~~-~ ** 

Generic Ifosfamide Trade Ifex 
Name: Name: 
Designated Treatment of testicular cancer. 
Indication: 
Sponsor: Bristol-Myers Squibb Pharmaceutical 

” 
Date Designated: l/20/1987 

Address: 5 Research Parkway, P.O. Box’5 100 
Wallingford CT 06492 

Market Approval Date: 12/30/1988 

~~-~~~--~~-~~--~~~~~~-~~~~-~~-~~~---~~~-~- _-_______- -m-i ______-_- i-r-~“~~~i,;r;;i-;~~-~~~~-~~“-~.~--~~~~~~~~~~~--~-~~~~~--~---~-~~~--~~---~~~-“~~-~~~~-~~~-~~-.~~~~~~ r i 
Generic Ifosfamide Trade Ifex 
Name: Name: 
Designated Treatment of soft tissue sarcomas. 
Indication: 
Sponsor: Bristol-Myers Squibb Pharmaceutical Date Designated: 8170985 
Address: P.O. Box 4000 Market Approval Date: Not currently Approved 

Princeton NJ 08543 
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Generic Ifosfamide 
Name: 
Designated Treatment of bone sarcomas. 
Indication: 
Sponsor: Bristol-Myers Squibb Pharmaceutical 
Address: P.O. Box 4000 

Princeton NJ 08543-4000 

/ 

Trade 
Name: 

Ifex 

Date Designated: 
Market Approval Date: 

S/7/1985 
Not currently Approved 

-----------------------i---- ___-_I -------i-----i-i---,~~-~~-~~~~-~~-~”~-~--.~‘--~~~-~-‘~~~~~.~---~~~~~ &%&as mmmm-ewv- i-----r --__--__---- ;L,i,;;;;,‘-,~~~~;-“‘L--’ 
I ,-,” ;m<,l,l,. ,__ &<a . . . <&.;,‘, _L~ _.,. 9 

,‘ 

Generic K-4 Pseudo@onas Toxin Fusion Protein Trade NONE ASSIGNED 
Name: @L-4(38-37)-PE38KDEL) Name: 
Designated Treatment bfastrocytic glioma. 
Indication: 
Sponsor: Neurocrine Biosciences, Inc. 4/6/2000 
Address: 

Date Designated: 
10555 Science Center Dr. 
San Diego CA 92121 

Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of malignant glioma 
Name: 

NeoPharm, Inc. 
150 Field Drive 
Suite 195 
Lake Forest IL 60045 

Date Designated: 1 l/2/2001 
Market Approval Date: Not currently Approved 

----------------------------------------------*------~-*~-~~~~~-~~~~~-~.=-~ -;i;-;;-;-;.~~~-~~---~~~~,~-~-,~~-~~~.~~~., .: )” ;;;;~~;-;l;ri,,;~~~~ .: I ? /‘X i---*&-a& I 

Generic Imatinib Trade Gleevec 
Name: Name: 
Designated Treatment of chronic myelogenous leukemia 
Indication: 
Sponsor: Novartis Pharmaceuticals Corporation Date Designated: l/3 l/200 1 
Address: 59 Route 10 Market Approval Date: 5/10/2001 

East Hanover NJ 07936-1080 



Generic Imciromab pentetate 
Name: 

‘h&de 
Name: 

Myoscint 

Designated 
Indication: 

Detecting early necrosis as an indication of rejection of orthotopic cardiac transplants. 

Sponsor: Centocor, Inc. 
Address : 244 Great Valley Parkway 

Malvern PA 19355 

Date Designated: 
Market Approval Date: 

l/25/1989 
Not currently Approved 

--------------------____I________ --_-_ - ---_-- - ---__ i-- __-_ ii-,;-,i;-;;r,,~-,.-~~~~~~~-,-~~~~~-~~-~~-~~~~-~~~-,~~~-~~~-~~~-~~ ____ -ids,,;,,; 

Generic Imexon 
_.__; ____ ;~~ ___-_; --.- 

Trade 
Name: 

u/a 
Name: 

Designated Treatment of metastatic malignant melanoma 
Indication: 
Sponsor: AmpliMed corporation 
Address : 23 2 1 Camino La Zorrela 

Tucson AZ 85718 

Date Designated: 
Market Approval Date: 

8/3/200 1 
Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of multiple myeloma. 

AmpliMed Corporation 
232 1 Camixio La Zorrela 
Tucson AZ ‘85718 

Name: 

Date Designated: 
Market Approval Date: 

1 l/8/1996 
Not currently Approved 

--------------------_____________li -_--1--1__ 1 I-__-__ ii----i--i---~~-iii~,~~~~-~-~---~~-~-~---~--~~~~~-~*~~~~-, _____ ~~-l,-,,~-~-,“i’~;~~~-~-~--~~~-~~-~~-~--~~-~~~. 
‘“” 

Generic Imiglucerase Trade 
Name: 

Cerezyme 
Name: 

Designated 
Indication: 

Replacement therapy in patients with types I, Il, andIII Gaucher’s disease. 

Sponsor: Genzyme Corporation 
Address: One Kendall Square 

Date Designated: 11/5/1991 

Cambridge &fA 02139-1562 
Mark& Approval Date: 512311994 

-------------------------i- ------il-----l----,--------~~=-~-~~ -r;-i.~-2-‘~~--;i;,~;-~-.-~~-.~--;i .,.S?<.. l_i _ _. ------ i--;-;;;;k;,-~~~--“~-~~~-~-‘~~~--~~~~- ______ ;;-;,-,;;,,&,; _____ 
Generic Immune globulin intravenous, human Trade 
Name: 

Gamimune N 
Name: 

Designated 
Indication: 

Infection prophyiaxis in pediatric patients affected with the human immunode$ciency virus. 

Sponsor: Bayer Corporation 
Address: Pharmaceutikal Division, Biological Products 

Date Designated: 2/18/1993 
12/27/1993 

400 Morgan Lane 
I&@&$ Approvd Date: 

New Haven CT 065 16 
------------------I--------------------I----. “- ------_---_-__ - __---__----___ ~.‘---;L ___- i-ihi;-;c-;-,L;ii,b,-~-~:~-~-~~--~-~~~--~~---.~~~--~~~~-‘--.--~ ._______ :^- 
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Generic Imported fire ant venom, allergenic extract Trade NONE ASSIGNED 
Name: Name: 
Designated 
Indication: 

For skin testing of victims ofJTre ant stings to confirm fire ant sensitivity and tfpositive, for use as immunotheram 
for the prevention of IgE-mediated anaphylactic reactions. 

Sponsor: ALK Laboratories, Inc. 
Address: Research Center 

Date Designated: 5/12/1992 
Market Approval Date: 

27 Village Lane 
Not currently Approved 

Wallingford CT 06492 
_________I_______D_____L_____I_ * ______- i ’ “I . .I ~-iiii-.“.I..‘-*-:u- .“‘.11.“%“.. a* r.l*,riu. 5.‘. ‘_ **w!rr~l.v‘..:-I i..*r ;I<“-*:; ---mm-w- ---------r,,,,--,-.,-.---~---~--=-~~----*----~~~‘~~~~~~~~~~~~~~~~~-~-~-----~~~~-~~-~~-------~-. I~ -#~,;:,,$;,. .S.’ _ ,a%- ,‘.>.,“.~.~i,, 

Generic Indium In 111 murine monoclonal antibody FAB to Trade 
Name: 

Myoscint 
myosin Name: 

Designated To aid in the diagnosis of myocarditis. 
Indication: 
Sponsor: Centocor, Inc. 
Address: 244 Great Valley Parkway 

Malvern PA 19355 

Date Designated: 81711989 
Market Approval Date: Not currently Approved 

Sponsor: IDEC Pharmaceuticals Corporation Date Designated: 91611994 
Address: 3030 Callan Road 

Sap Diego CA 92121 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 

Sponsor: 
Address: 

Name: 
Treatment of moderately to severely active Crohn’s disease for the reduction of the signs and symptoms, in patients 
who have an inadequate response to conventional therapy; and treatment of patients with fistulizing Crohn ‘s 
disease for the reduction in the number of draining enterocutaneousfistula(s). 
Centocor, Inc. Date Designated: 1 l/14/1995 
200 Great Valley Parkway Market Approval Date: S/24/1998 
Malvern PA’ 19355-1307 

---------------_----____i_______________-------- ___ *si---s’A-- -__--_ -~i-;iic:-~--i;---.-~-~~-~--T--;ii~--~ ---__ s;;,,;L&iI-xi,i4 _ -“ 

Generic INH-A00021 Trade NONE ASSIGNED 
Name: Name: 
Designated 
Indication: 

Reduction (prevention) of nosocomial bacteremia caused by staphylococci in very low birth weight infants. 

Sponsor: Inhibitex, Inc. Date Designated: 6/13/2001 
Address: 8995 Westside Parkway Market Approval Date: 

Suite 150 
Not currently Approved 

Alpharetta GA 30004 
--s.s--wm--- _-_-- 1-----_1__---=___-_--______ _--_---_- rii-ii-ri-,,,;-“i;~~--~~~~“~ __-- -;--;i,i,,-r:~-;;i-,;:;r,;4-,‘“;-;--~~~~-~~~~~~~~~~~~~~~~~--~~~~~~~~~~~~-“~~~~~~~~ 
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Generic Inosine pranobex 
Name: 
Designated 
Indication: 

Treatment of subacute sclerosing panencephalitis. 

Trade 
Name: 

Isoprinosine 

Sponsor: Newport Pharmaceuticals 
Address: 

Date Designated: 9/20/1988 
897 West Sixteenth Street 
Newport Beach CA 92663 

Market Approval Date: Not currently Approved 

___-__-____ i -__-- ~~~rl;;;;,;;,;*L~-~~~-,--;L --.-- L;,“L~;*,“;,,;,~~~-,~~~~-~ . .’ ‘:.“;;r,,;.~,,,~-‘~~,, >. * _’ 
Generic Interferon alfa-2a Trade Roferon A 
Name: Name: 
Designated Treatment of chronic myefogenous leukemia, 
Indication: 
Sponsor: Hoffmarm-La Roche, Inc. 
Address: 

‘Date Designated: 6/6/1989 
340 Kingsland Street Market Approval Date: 10/19/1995 
Nutley NJ 07 110 

Designated Treatment ofAIDS related Kaposi’s s&coma. 
Indication: 
Sponsor: Hoffmann-La Roche, Inc. 12/14/1987 
Address: 340 Kingsland Street 

Date Designated: 
Market Approval Date: 1 l/21/1988 

Nutley NJ 07 110 

““‘--“““---‘I-‘--“L’--*------------------,------~----~--------~~----~~~~~--~-~” --,ri;:;;;il-,-~~,,-~i,~~~-~~~-~~~~~-’--~~~~~-~~~--~ __-- ̂,A -___ ~-;;;,,1;,2:-;,.,;, 
Generic Interferon alfa-2a (recombinant) Trade Roferon-A 
Name: Name: 
Designated Treatment of renal cell carcinoma. 
Indication: 
Sponsor: Hoffmann-La Roche, Inc. 4/18/1988 
Address: 340 Kingsland Street 

Date Designated: 

Nutley NJ 07 110-l 199 
Market Approval Date: Not currently Approved 

m-w- ------------__--_---_______________I___ __--___ -;--;;----c,,*;,,,~~-,~~-~-~~-~~~-~--~~~~”~~~~~~~.~-~--~,~~~~~~~~j.~.” ____ “‘^-.i~~~~;i,jli;:;~~~~,~~“~,~~~~~~~~~-~~~~~ >i -_“m 

Generic Interferon alfa-2a (recombinant) Trade Roferon-A 
Name: Name: 
Designated 
Indication: 

For use in combination with fluorouracil for the treatment of esophageal carcinoma. 

Sponsor: Hoffmann-La Roche, Inc. 
Address: 340 Kingsland Street 

Date Designated: lo/2711989 

Nutley NJ 07110-l 199 
Market Approval Date: . Not currently Approved 



Generic Interferon alfa-ta (recombinant) Trade Roferon-A 
Name: Name: 
Designated 
Indication: 

For the concomitant administration with jhiorouracil for the treatment of advanced colorectai cancer. 

Sponsor: Hoffinann-La Roche, Inc. 5/14/1990 
Address: 340 Kingsland Street 

Date Designated: 
Market Approval Date: 

Nutley NJ 07110-l 199 
Not currently Approved 

-___--___-____-_--__- i -___---_-_________ b -__ ;-s,iii,--~,;~~~:-,-~~-~~~--~~~~~-~--~~-~~~~~~~~~-~~~~~~,~~~~~-~-~~ MS mmm-mmmm-w ;&~.kaL%c’& -___ i-- ..ri.‘#>..:-i* i!.. ** I. ,_,.-. 

Generic Interferon alfa-2a (recombinant) Trade Roferon-A 
Name: Name: 
Designated For the treatment of metastatic malignant melanoma in combination with Teceleukn. 
Indication: 
Sponsor: Hoffmann-La Roche, Inc. 
Address: 340 Kingsland Street 

Nutley NJ 07 110 

Date Designated: 5/11/1990 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
For the coqcomitant administration with Teceleukin for the treatment of metastatic renal cell carcinoma. 

Hoffmann-La Roche, Inc. 
340 Kingsland Street 
Nutley NJ 07119 

Date Designated: 
Market Approval Date: 

5/2/ 1990 
Not currently Approved 

Designated Treatment ofAIDS-related Kaposi ‘s sarcoma. 
Indication: 
Sponsor: Schering Corporation Date Designated: 6/24/1987 
Address: 2000 Galloping Hill Road 

.I _I_ . . . 
Market Approval Date: 11/21/1988 

Kenilworth NJ 07033 

Designated Treatment ofprimary brain tumors. 
Indication: 
Sponsor: Biogen, Inc. Date Designated: l/13/1993 
Address: 14 Cambridge Center 

Cambridge MA 02142 
Market Approval Date: Not currently Approved 
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Generic Interferon beta-la 
Name: 
Designated Treatment of multiple sclerosis. 
Indication: 
Sponsor: Biogen, Inc. 
Address: 14 Cambridge Center 

Cambridge MA 02 142 

Trade Avonex 
Name: 

Date Designated: 12/16/1991 
M+rket Approval Date: 5/17/1996 

-----------------------------------------------------~-~~----~~-----~~~~-~-~~~~---~--~-~-=~----~--~~~-~-~~-~~~~- ---& 2 i . .,;,i;~,;;;ni~~j~~~-.-~~-~~-~~~~~~~~- ; 
Generic Interferon Beta-la Trade Avonex 
Name: Name: 
Designated Treatment ofjuvenile rheumatoid arthritis. 
Indication: 
Sponsor: Biogen, Inc. Date Designated: 10/14/1998 
Address: 14 Cambridge Center Market Approval Date: 

Cambridge MA 02 142 
Not ‘currently Aljproved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment ofpatients with secondary progressive multiple sclerosis. 

Serono Laboratories, Inc. 
100 Longwater Circle 
Noxwell MA 0206 1 

Date Designated: 3/l l/1996 
Market Approval Date: Not currently Approved 

----------------------li-----------------------~-------*-~~ --iiU--Y-i-iC-r~--iLic-ii-i9u--~~~---~-~~~~.~-~--~~~~~-.~~~~~~-.~~~---~~~-~-~-~-~-.--~-~-----.~~~~~~~~.~---~~-~~- 

Generic Interferon beta-la (recombinant human) Trade Avonex 
Name: Name: 
Designated Treatment ofpulmonary$brosis. 
Indication: 
Sponsor: Biogen, Inc. Date Designated: l/7/1999 
Address: 14 Cambridge Center Market Approval Date: 

Cambridge %4A 02 142 
Not currently Approved 

------------------------i---i-------------------~-----~--~-~------,~----~~----~--~-.~~~--~~~--~--~~-“~~-~~--~-~--~~-~~-~~~~-~-~~-~---~-~---~~-~-----~-~~~‘---~~~-,-’ 

Generic Interferon beta-la (recombinant hum&) Trade N&E ‘ASSIGNED 
Name: Name: 
Designated Treatment of acute non-A, non-B hepatitis. 
Indication: 
Sponsor: Biogen, Inc. Date Designated: 7/24/1992 
Address: 14 Cambridge Center 

Cambridge MA 02 142 
Mqrket Approval Date: Not currently Approved 
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Generic Interferon beta-la (recombinant) Trade Rebif 
Name: Name: 
Designated Treatment of symptomatic patients with AIDS including all patients with CD4 T-cell counts less than 200 cells per 
Indication: mm3. 
Sponsor: Serono Laboratories, Inc. 
Address: 

Date Designated: 12/2/1992 
100 Longwater Circle 
Norwell MA 0206 1 

Market Approval Date: Not currently Approved 

-------------------------i---------------------------.~-----’~---~~~~-~~-~~~- -;-“-:,i~~~,i,;c;,c,,~-~~~~-~~-~~-~~~~-.~~---~~~--~~.~~~~-~~-~~~~--~~--.~--~-~-~-,~~--~-~~~-” 

Generic Interferon beta-lb Trade Betaseron 
Name: Name: 
Designated Treatment ofmultiple sclerosis. 
Indication: 
Sponsor: Chiron Corp. & Berlex Laboratories Date Designated: 11/17/1988 
Address: 4560 Horton Street Market Approval Date: 7/23/1993 

Emeryville CA 94608 

-----------------------*------------------------------~-~---~-------~--~--~------~~~~------~~--~--~-~~-~-~~~-~-~~-~---~~--~---------------~-~----~.~---~~-~-- 
Generic Interferon gamma l-b Trade Actimmune 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of chronic granulombtous disease. 

Genentech, Inc. 
460 Point San Bnmo Boulevard 
South Sai Francisco CA 94080 

Date Designated: 9/30/1988 
Market Approval Date: 12/20/1990 

~--~~~~-~~~~---~~-~-____I _____- ---------r-------.,i--i --__ ;--;--i;;ii~-,;-;,,;~.-~=-.~~-~~-~~-~~.-~~-~~~~~~~-~~*~-~~-~.~~~~~~~--~~-~~-~~~-~~~~~~~~--~-~~~~~-~ i. 

Generic Interferon gamma-lb Trade Actimmune 
Name: Name: 
Designated 
Indication: 

Delaying time to disease progression in patients with severe, malignant osteopetrosis. 

Sponsor: InterMune , Inc. Date Designated: 9/30/1996 
Address: 3280 Bayshore Boulevard Market Approval Date: 2/10/2000 

Brisbane CA 94005 

_---________________-.------------------------. -_____ i-ii ---. l-~L---iiii-“l;--.~~~~~-~ ---. ;;;ii;;i;ii;i-~~~~~.~~~,~~~~~~~~~--~~~~~~~ ------ii,,.,,-,r,,,^,,,,ii;,i,‘,-,c,;; .a,* /I’.2 2.-s.:- ;i.. ,a’ 
Generic Interferon gamma-lb Trade Actimmune 
Name: Name: 
Designated Treatment of renal cell carcinoma. 
Indication: 
Sponsor: Genentech, Inc. 

1 DNA Way’ 
Date Designated: 12/4/1995 

Address: Market Approval Date: 
South San Francisco CA 94080-4990 

Not currently Approved 



Generic Interferon-alfa-lb 
Name: 
Designated Treatment bf multiple myeloma 
Indication: 
Sponsor: Ernest C.Borden 
Address: Center for Cancer Drud Discovery and 

9500 Euclid Avenue 
Clevland OH 44’195 

Trade NONB ASSIGNED 
Name: 

Date Designated: 4/17/2001 
Market Approval Date: Not currently Approved 

-----------------I-----------I----------------------.~--~ -----------.i;--;;;-;-------~~--”-~-’~---.--~~~~~.~-,-~.-.-.~-~-~---.-‘-~~~~~-“~~~--~-~~~--~~~~~~i-~-~---~~~-“,: 

Generic Interleukin-1 receptor antagonist, hunian recombinant Trade Antril 
Name: Name: 
Designated Treatment ifjuvenile rheumatoid arthritis. 
Indication: 
Sponsor: Amgen, Inc. 912311991 
Address: One Amgen Center Drive 

Date Designated: 

Thousand oi3iis CA’91320-i799. ’ ’ 
Market Approval Date: Not currently Approved 

-----------------------------------------------------~----------------------------------~--------~----~~~----~------~-~-~~~-------~-~*~~~,-~--~~-~~-~~~~--- 

Generic 
. ..,*.-. i. 

Interleukin-1 ‘ti&ptor antagdnisi; hu&lin recombmad 
_^; 1 

Trade ‘Antril 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Prevention and treatment of graft versus host disease in transplant recipients. 

Amgen, Inc. 
One Amgen’ Center Drive 
Thousand Oaks CA 91320-1799 

Date Designated: 10/16/1992 
Market Approval Date: Not currently Approved 

-----------------------------------. 
Generic Interleukin-2 
Name: Name: 
Designated Treatment of rketastatic malignant melanoma, 
Indication: 
Sponsor: Hoffmann-La Roche, Inc. Date Designated: 2/6/1990 
Address: 340 Kingsland Street 

Nutlev NJ 0’7110 
Market Approval Date: Not currently Approved 

---w-----w - ----__-_----_---__I _ -_____-- - ____- i -_____ e-i _I_-- P _____ V-i-riiii--i--ii ____-- e,-ji~-;;,;;,;i;~,~~~;~~,-,-~“~~~~~~-~~~-~~~~~~---~~-~--~-,-,~~~-.-~~~~~-~~~~~ 

Generic Interleukin-2 Trade Teceleukin 
Name: Name: 
Designated 
Indication: 

In combination with interferon alfa-2a for the treatment of metastatic renal cell carcinoma. 

Sponsor: Hoffmann-La Roche, Inc. 5/3/1990 
Address: 340 Kingsland Street 

Date Designated: 

Nutley NJ 07110 
Market Approval Date: Not currently Approved 
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Generic Interleukin-2 Trade 
Name: Name: 

Teceleukin 

Designated Treatment of metastatic renal cell carcinoma. 
Indication: 
Sponsor: Hoffmarm-La Roche, Inc. Date Designated: 2/5/1990 
Address: 340 Kingsland Street Market Approval Date: 

Nutley NJ 07110 
Not currently Approved 

--a ------ _-_---------___-_--_________c_I___ -I-- I-Dul;-i;-;“-ii.-;i~~~~-~~~~~~~~~~~-~~.~~~~~~~.~~CL.~~-‘~~..~.*~i~~ s mmm-mmmmm-s ----;2&&&e:;r __-- ,,,k;&&z;;-;;i,Q$ x .‘,i’ -L I’)r. *iri.;r:,, j --erg&“& *I ; ,: 
Generic Interleukin-2’ Trade Teceleukin 
Name: Name: 
Designated 
Indication: 

In combina;ion with interferon alfa-2a for the treatment ofmeta&ic malignant melanoma. 

Sponsor: Hoffmann-La Roche, Inc. Date Designated: 5/11/1990 
Address: 340 Kingsland Street Market Approval Date: 

Nutley NJ 07 110 
Not currently Approved 

1 ‘7’ 1 ‘::,,*, -se--- --se --_-_-1------1-----__ -___- ---------.----.---~-~~~-~--.~~-,--”~~~~~~~-~~.--~-~-~~~~-~-~~~~~~~~~~~~*~~~---~ _--__ .&;8iI*;,- --___ -,l,,;-,,;r-;;,,,;,,~~~~. * I f ,,,, -2 

Generic Intraoral fludiide-ieietiing system ’ .- Trade’ IFR,$ 
Name: Name: 
Designated Prevention of dental caries due to radiation-induced xerostomia in patients with head and neck cancer 
Indication: 
Sponsor: Digestive Care, Inc. Date Designated: 7/3112OOl 
Address: 1120 Win Drive Market Approval Date: 

Bethlehem PA 18017 
Not currently Approved 

Sponsor: University of Michigan 1 l/14/1984 
Address: UHBI H410/0028 - 

Date I+signated: 
Market Approval Date: 3/21/1990 

1500 E. Medical Center Drive 
Ann Arbor MI 48109-0028 

T-w---- --w--m---m --w-m ___- A __-_-_ - __-- L--w --___I____ -.i~li,i,,~i,ii*,;i-~~-‘~~~-~~-‘~-~--~-~~~~--~~~~~~-~-~~-,-~~~~~~~~~‘-~~~~~~~~~--~~~~~~~~;-~~~-.~~~--‘~-~~-‘~~.~-.~- 
Generic Iodine 1316B-iodomethyl-19-norcholesterbi I 

.,,“^ ‘. I., +_ 
Trade GONE ASSIC&i?D 

Name: Name: 
Designated For use in adrenal cortical imaging. 
Indication: 
Sponsor: David E. Ktil, M.D. 8/l/1984 
Address: University of Michigan Medical Cent&/i5bo ’ 

l+$e Designated: 

BIG412 /0028 University Hospital 
I$qket Approval Date: Nbt currently Approved 

Ann Arbor MI 48109-0028 
----------~~~-----------~1~--~~-1~~~~~ -I- _--_I__--__ ~,;;,;;s;,~-,i,~~~~~--~~-~~~.~~~~~-~-.~~~~~~--~~,~~~-.~~-~~-~ i-- --;----~,;;~;;“-“--~-~~-~‘~~-~-~~-~~~- L 

93 



Generic Iodine I 123 murine monoclonal antibodj~to ‘I-” ” ., ._./ 1. 

Name: 
Trade 

aipha-fetoprotein Name: 
Designated 
Indication: 

Detection bf hepafocellular carcinoma and hepatiblastoma. 

Sponsor: 
Address: 

Immuno~eflics, Inc. 
300 American Road 
Morris Plains NJ 07950 

Date Designated: 
Market Approval Date: 

NOhE ASS&ED 

9/30/1988 
Not currently Approved 

--------------------___l______l__ 1--1----1------ i _--_- L __--_--_ i--iC-i _____ -~~-,-i,,i,;,,--r,~~-~~~-,-~~~-~~-~~~~~~~~~~~-=~~~~~~~~~~-~~~~-.~-~~~~-.-~~~-~~--~-~~~~--: 

Generic I ,..; “. / I”\ “.. ,._, a /, , ._ . . “I. 
Trade 

Name: 
Iodine I 123 mu&e rnono&kd’$&&@ ‘&’ ‘ es * ’ 
alpha-fetoprotein 

Nom‘~~Sf~titi II 

Name: 
Designated 
Indication: 

Detection of alpha-fetoprotein producing germ cell tumors. 

Sponsor: Immunomedics, Inc. 
Address: 300 American Road 

Date Designated: 9/30/1988 

Morris Plairis NJ 07950 
Market Approval Date: Not currently Approved 

“-““---““‘-““‘-““““--‘---------------------------------=------------------~-~~~~----~--~*~~~~~~~--~~-~--~~--~--~-~--~--~---~~-~-~~~~-------~~---~~---~--~~---~~~~--- 
Generic Trade 
Name: 

Iodine I 123 murine monoclonal antibbdy to‘hCG NONE ASSIGNED 
Name: 

Designated 
Indication: 

Detection of hCG producing tumors such as germ cell and trophobiastic ceil tumors. 

Sponsor: Immunomedics, Inc. 
Address: 300 Americh Road 

Date Designated: 1 l/7/1988 

Morris Plains NJ 07950 
M&k& Approval Date: Not currently Approved 

----------------------------------------------~---~-~--,--~~~-~-,-~-~--~-~~-‘~-~ _____-_ 

Generic 
;-----c,;,;;,,~~,,,--~~--~--“-~-~~-~~-~-*-~---~~~~-~-~--~-~,~--~~~ ____ --i-i-.-i‘- 

Trade 
Name: 

Iodine I 131 b;is(indium-diethylenetriakinepentaacetic 
acid)tyrosyllysine/hMN-14 x in’734 F(j&‘)i b&$&i& ‘*’ ’ N&ii 

Per+cea 

monoclonal antibody 
Designated Treatment of small-cell lung cancer. 
Indication: 
Sponsor: IBC Pharmqzeuticals, L.L.C. 
Address: 

Date Designated: 2/22/2000 
300 AmericanRd. 
Morris Plains NJ 07950 

Market Approval Date: Not currently Approved 

Generic Iodine 1131 murine monoclonal antib 1 _ 
Name: cell 

----*--y-c) -- 
Name: 

Designated 
Indication: 

Treatment of B-cell leukemia and &cell Iymphoma. 

Sponsor: Immunomedics, Inc. 
Address: 300 American Road 

Date Designated: 911811989 

Morris Plains NJ 07950 
Market Approval Date: Not currently Approved 



Generic Iodine I 131 murine monoclonal titi@d~K *“‘*’ ’ ’ ” . “. ..A .~ *,.. ,,_; ..,j_ ./ ,.“. “a _. ” 
Trade NQNE ASSIGNED 

_ 

Name: alpha-fetoprotein Name: 
Designated Treatment of hepatoceliular carcinoma and hepatoblastoma. 
Indication: 
Sponsor: Immunomedics, Inc. Date Designated: 9/30/1988 
Address: 300 American Road ,Market Approval Date: Not currently Approved 

Morris Plains NJ 07950 

m-e-- ---mm- --*w-m ---------------,--.-‘~---i------~~~~~-~’~~~-~~~~~~~~~~~~~”~~~~~~~~,~~--~~~~-~~~~~~~.~~- \ ‘ii‘ h ‘d.u,/%-. -“e* “~~-.~~-~~~~~~~~~-,~~~~,~~~.~~~~;-~~~~~~~~--~~~~,~~~~ ’ “;-;&;,‘,LD. 

Generic Iodine I 131 murine monoclonal antibody to Trade NONE ASSIGNED 
Name: alpha-fetoprotein Name: 
Designated Treatment of alpha-fetoprotein producing germ cell tumors. 
Indication: 
Sponsor: Immunomedics, Inc. Date Designated: g/30/1988 
Address: 300 American Road Market Approval Date: 

Morris Plains NJ 07950 
Not currently Approved 

------------------- ---__ ---w---I---- ___ -w-m __-- - --___ i--------;--;--;--ii~--~~~--~.--~~~~-~~~~-~~~-”-~~-~~~~.~~~~~-.~~~~-~,~~~~-~~~~~~~‘-.~~~~~~--~-’~~~~~-~--~~-~~~~~~~“~ 

Generic Iodine 1131 x&wine monoclonal antibody to hCG Trade’ NONEZ ASSIGNED. 
Name: Name: 
Designated Treatment of hCG producing tumors such as germ cell and trophoblastic cell tumors. 
Indication: 
Sponsor: Immunomedics, Inc. Date Designated: 1 l/7/1988 
Address: 300 American Road Market Approval Date: Not currently Approved 

Morris Plains NJ 07950 

-----------------------------------------------.-.-----~-~--------=~--~~~--~~--~~~-~~-~----~~-~~-~~~~-~~~~-~.~~~-“-.~--~~~~-~~~~~~~~~-~~-~~--~-~~~~~~~-~~~~~~~-~ 
Generic Iodine I-131 radiolabeled chime& MAb tuni& ntkrosis Trade 13 lIchT%T-1 
Name: treatment (TNT-1B) Name: 
Designated Treatment hfghoblastoma multiforme and anaplastic akrocytoma. 
Indication: 
Sponsor: Peregrine Pharmaceuticals, Inc. Date Designated: 211211999 
Address: 14282 Pr&klin Ave. Market Approval Date: Not currently Approved 

Tustin CA 92780-7017 

Designated Treatment of beta-hemoglobinop&hies and beta-thalassemia Tndromes. 
Indication: 
Sponsor: Perrine, Susan P., M.D. 

Boston’tEiiversity 
Date Designated: 12/18/1992 

Address: 
Cancer Research Center 

Market Approval Date: Not currently Approved 

Boston MA 02118 
--v------w- ~~---.,~~~---~~~~-~~ ,.‘-------h ___-__ hei ______ iii-i-------iii-;ir-;i-;-i--.~-,---~-~~-*~~~=-~~~-~~,~~~~~~-~~~ _________ ~---‘“c’,s~~li;;;~~~~~~~~-~~~~ “.A**._ ,_/ _.“j/, iv’ ‘. 
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 ̂ “C I. 

Generic Isobutyramide 
Name: 
Designated Treatment of sickIe cell disease and beta thalassemia. 
Indication: 

Trade 
Name: 

NONE ASSIGNED 

Sponsor: Alpha Therapeutic Corporation 
Address: 

Date Designated: 512511994 
5555 Valley Boulevard 
Los Angeles CA 90032 

Market Approval Date: Not currently Approved 

--~~~~---~--~--~~I-~___I____________ ___- -----ih-.l-;;i--;---~~~~-,~--~-~~-~~-~~~-~~~~~-.~~~--~-~, i-yjg&;~z>w;;J .a\ ; .1. ______ L”-L,~,~~~~~~,~~-‘~.~,;s;~~~~~~~~~~~~-~~~~~~- ‘: 1 

Generic Trade 
Name: 

Japanese encephalitis vaccine (live, attenuated) NONE ASSIGNED 
Name: 

Designated Prevention of Japanese encephalitis. 
Indication: 
Sponsor: Boran Pharmaceuticals 
Address: 3F, Koryo Academytel, 437-3 

Date.,Designated: 5/19/1999 

Ahyun-Dong, Mapo-Gu, Seoul 121-010 
Market Approval Date: Not currently Approved 

South Korea KR 
------------------I------I- -----II--_- ----._ -___--_-____- i ______-____ “j ____ r,,,--;r,,;,r,ui,~--~~~~-~~~--~~~~~-~~’-~--~~~-~~~---~--~”~~-~-~~--~-~--~-~~-~~~~~~~.’ 

Generic L-2-oxothiazolidine-4carboxylic acid Trade 
Name: 

Procysteine 
Name: 

Designated Treatment of amyotrophic lateral sclerosis. 
Indication: 
Sponsor: 
Address: 

Transcend Therapeutics, Inc. 
640 Memorial Drive, 3rd Floor West 
Cambridge MA 02139 

Date Designated: 
Market ApprovalDate: 

713011996 
Not currently Approved 

Designated 
Indication: 

Treatment of adult respiratory distress syndrome. 

Sponsor: Transcend Therapeutics, Inc. 
Address: 640 Memorial Drive; 3rdFloor’West. ’ I . 

. Date Designated: ,.d&bh”,i\ ;. “_ 6/14/1994 

Cambridge MA 
Market Approval’Date: 

02 13 9 
Not currently Approved 

-------------------------i----------------------i ---- i--i-- ---____- ----i,,,ii,,i.h,,i,;I,,,,,;,,i-;----~--~-~~~~--~.--~--~~-~~~~-’~~~~-~~~~-,--~---~-~~~~~~~~~~~~-~~~~~- 

Generic L-5hydroxytryptophan Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated Treatment oytetrahydrobiopterin deficiency. 
Indication: 
Sponsor: Watson Laboratories, Inc. 
Address: 

Date Designated: l/20/1999 
3 11 Bonnie Circle 
P.O. Box 1900 

Market Approval Date: Not currently Approved 
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Generic L-baclofen 
Name: 

Trade 
Name: 

Neuralgon 

Designated 
Indication: 

Treatment of intractable spastic@ associated with spinal cord injury or multiple sclerosis. 

Sponsor: Pharmascience Inc. 
Address: 6111 Royalmount, Suite 100 

Date Designated: 12/17/1991 

Montreal, Quebec H4PiT4 
Market Approval Date: Not currently Approved 

Canada CA 

Sponsor: Fromm, Gerhard M.D. 
Address: University Of Pittsburgh School of Medicine 

Date Designated: 7/13/1990 .^ .~,. ,, 

Pittsburgh PA 15261 
Market Approval Date: Not currently Approved 

--------------------------I---------------------------------------------~---~-*-~~~----------*-~------~-“--~.--~---~-~~ --;;:-i;,i,;,,;,,;,;~~-~~~--‘-~~ ---_ &,*;L;,,;” 

Generic L-baclofen Trade NONE ASSIGNED 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of trigeminai neuralgia. 

Pharmascience Inc. 
6 111 Royalmount, # 100 
Montreal, Quebec 
Canada H4P 2T4 CA 

Name: 

Date Designated: 
Market Approval Date: 

l/6/1998 
Not currently Approved 

~~~~~--~~----~~~~~-~~~~~~--~~~-~~~~~-~~--~ __-- ----.----,-r-i--,, -___ i--~--i,.i,i;.,r;,~~-~~~~~-~.~~~~---~~-~~~~~--~~~~. __-. >m&a;:;,*w> ;; 2;-^;.~~.~;;‘--;;;“~~~~~-.~~~~-~ .- 

Generic L-baclofen Trade 
Name: 

Neuralgon 
Name: 

Designated 
Indication: 

Treatment of intractable spastic@ in children with cerebral palsy. 

Sponsor: Pharmascience Inc. Date Designated: l/30/1992 
Address: 6 111 Royalmount, Suite 100 

Montreal, Quebec H4P 2T4 
Market Approval Date: Not currently Approved 

Canada CA 
--------------“------------------------------~-~------~-~-----~----~~-~~~~~-~-~-~ / ---. i-~6,,~~~,?;i;^---,~~~~~~~~~-~~-~~~~-,~~-~~-~~ -;- “--;---~~~~~~,“““;,,L,,-;;:: 

Generic L-cycloserine Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated Treatment of Gaucher’s disease. 
Indication: 
Sponsor: Lev, Meir M.D. Date Designated: 8/l/1989 
Address: The City College, City University Of NY 

Convent Avenue at 138 Street 
Market Approval Date: Not currently Approved 

New York NY 1003 1 
--------------------i________________ -----_- - ------_-_- ----r-i---i ___-__ i-i--ii--i-i-~ __I__ u,;,,;;,i~--L,‘~~~,,-~-~~-~.-~~-~~-~~ -____ ;----i--Lj,gi,,,~~-,-;L;-l 
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Generic L-cysteine Trade NONE ASSIGNRD 
Name: Name: 
Designated 
Indication: 

For the prevention and lessening of photosensitivity in erythropoietic protoporphyria. 

Sponsor: Orphan Pharmaceuticals, U.S.A., Inc. 5/16/1994 
Address: 1101 Kermit Dr. 

Date ~Designated: 

Suite 608 
Market Approval Date: Not currently Approved 

Nashville TN 37217 
-. I,_ i;-;-,iji~~~;‘-rii;-~~~~~~~-~~~~~~~~~-~~-.~~~~,. “-~~~~-“,-,,~-L~-.~~~-~~-~-“~~~~-~~-~~~~~~~~~~-~~~-~~~~~~ --.- “-- 

Generic L-glutamine Trade NONE ASSIGNED 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of sickle cell disease 
Name: 

Orphan Drugs International, LLC (d.b.a. Hope 
PO Box 0461 
Montrose CA 91021-0401 

Date Designated: 8/l/200 1 
Market Approval Date: Not currently Approved 

----------------------------------------------------~-----------------------~--------~-~--------~---~-‘--~~-~~~~-~~----~~-~~-~--~-~~~-~~--~--~~-----~-~’-~-- 

Generic L-glutamyl-L-tryptophan Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment ofAIDS-related Kaposi’s sarcoma. 
Indication: 
Sponsor: Cytra.n Incorporated Date Designated: 10/20/1999 
Address: 10230 N.E. Points Dr. Market Approval Date: Not currently Approved 

Suite 530 
Kirkland WA 98033-7869 

--L-m- ----- -------------------------------------------b-------------~~---~---~~~~--~-----‘---~-,-.---~~-~--~-‘--~--~~-~-~~-~-~~~-~~-~~~-~~~~---~~-,----~,-~-~~-----~-~~~~’ ‘.’ 
Generic L-ieucovorin Trade Isovorin 
Name: Name: 
Designated For use in combination chemotherapy with the approved agent .5-Juorouracil in the palliative treatment of 
Indication: metastatic adenocarcinoma of the colon and rectum. 
Sponsor: Lederle Laboratories Date Designated: 12/18/1990 
Address: Division of American Cyanamid Company Market Approval Date: Not currently Approved 

401 N. Middletown Road 
Pearl River NY 10965 

-w---m --w-m---- ----------------------------------------~--~----------‘~----~-~--~-=~~~~~---~-~~~~~~~-,~-~-~~---~~--~-~--~~~ __--_ ;-;;~~~~~,i;;,,,-;-;;,,,L;,,,----~~~~~- -h ‘- 
Generic L-Ieucovorin Trade Isovorin 
Name: Name: 
Designated For use in conjunction with high-dose methotrexate in the treatment of osteosargoma. 
Indication: 
Sponsor: Lederle Laboratories Date Designated: s/1/1991 
Address: Division of American Cyanamid Company ’ Market Approval Date: Not currently Approved 

401 N. Middletown Road 
Pearl River NY 10965 

---------------r----------i------- ___--- ----------r-r-.&.-i --__ i---i--;-;;i;.~-e--~~~------‘~~~-~~.~--~~-~-~~~~---~~~~~~~ _ ,,; ,i-i,~~,~‘;‘;~~~-~-~~-~~~--.~. h/’ 
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Generic L-threonine 
Name: 
Designated Treatment of amyotrophic lateral sclerosis, 
Indication: 

Trade 
Name: 

Threostat 

Sponsor: Tyson And Associates 
Address: 12832 Chadron Avenue 

Hawthorne CA 90250 

Date Designated: 2/6/ 1989 
Market Approval Date: Not currently Approved 

w---------I-- ----- _------_--_ ---_-- --_---. --_---_-_____ -i _--- ;r~-~,,,Laiii;i~=;~~~-~~-~~~.~~-~”~~~~~~~~-~~~~~-~-~~‘~-~~~~--~~~,~~~-~,~~~~~~~~~~~~--~~~~~~~- 
- 

Generic Lactic acid Trade 
Name: 

Aphthaid 
Name: 

Designated 
Indication: 

Treatment of severe aphthous stomatitis in severely, terminally immunocompromised patients. 

Sponsor: Frontier Pharmaceutical, Inc. 
Address: SUNY Farmingdale 

Date Designated: 6/29/199? 

Conklin Hall 
Market Approval Date: Not currently Approved 

Farmingdale NY 11735 
-------------------------------------------------------~------~~--~---~~--~------~-~--~---~-~~-~~--~------~~--~----~-~~~--~~--~-~-~-~----~~~-~---~-~-- 

Generic Lamotrigine 

Treatment of Lennox-Gastaut syndrome. 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Glaxo Wellcome Research and Development 
5 Moore Drive 
P.O. Box 13398 
Research Triangle Park NC 27709 

Trade 
Name: 

Lamictal 

Date Designated: 
Market Approval C )ate: 



Generic Lanreotide, Somatostatin 
Name: 

Trade 
Name: 

Ipstil 

Designated Treatmentfor acromegly 
Indication: 
Sponsor: IPSEN, Inc. Of 11 P-mnn 
Address: 27 Maple Street 

Date Designated * 

Milford MA 0 1757 
Market App., .- YUCV. I.“& “UII~LIUJ ~~p”“rju 

._ -----------------------de. -------------_-----_--- -i-‘sb---*b*-%----; ____ sii,l--,,Li;,~-,-~,-~‘~-~~-“~~~~---r_ __________ i-;L; ______ ‘,,;,--‘___.. Le. “. Y ._: 2” ‘ .,,‘ j 
Generic Latrodectus immune F(ab)2 Trade 
Name: 

Aracmyn 
Name: 

Designated Treatment of black widow spider envenomations 
Indication: 
Sponsor: Rare Disease Therapeutics, Inc. 
Address: 

6/18/2001 
110 1 Kermit Drive, Suite 608 

Date Designated: 

Nashville TN 372 17 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Prevention of acute and chronic rejection in patients who have received solid organ transplants. 

Williams, MD, James W. 
Rush-Presbyterian-St. Luke’s Medical Ctr., 
1653 West Congress Parkway 
Chicago‘IL 60612-3833 

Date Designated: 
Market Approval Date: 

10/18/1996 
Not currently Approved 

-“‘-“““----“---i---------i-l------------*---~-~~~-~ -;x,1,c;‘-;~~~~r^;,~-~-,~~~-,-~-~~~-~~~~~~~~~~~~~. I /: ‘i;.,.xr.-i:, _ 
--b-r-i-....- ---_ ~~~~;,-,;;;~~-.l:,;-i--~~~-~~~~-~~~~-~-~~~~-~~~~’ : ‘I. 

Generic Lepirudin Trade 
Name: 

Refluden 
Name: 

Designated 
Indication: 

Treatment of heparin-associated thrombocytopenia type II. 

Sponsor: Hoechst Marion Roussel 
Address: 

Date Designated: 2/13/1997 
Frankfurt am Main 
Germany DE 

Market Approval Date: 3/6/1998 

-------------“““‘““‘-“‘-‘-------------------------------------~-----------------------------------~--.--~-~-----~--~-~~~~~,---=-~-~~-~-~~----~--~~~-~~-~~~~~~-~~~~~- - 

Generic Leucovorin Trade 
Name: 

Leucovorin calcium 
Name: 

Designated 
Indication: 

For rescue use after high dose methotrexate therapy in the treatment of osteosarcoma. 

Sponsor: Immunex Corporation 
Address: 

S/17/1988 
51 University Street 

Date Designated: 
Market Approval Date: s/3 l/1988 

Seattle WA 98101 



Generic Leucovorin Trade 
Name: 

Leucovorin calcium 
Name: 

Designated 
Indication: 

For use in combination with 5-fluorouracilfor the treatment of metastatic colorecta/ cancer. 

Sponsor: Immunex Corporation 
Address: 

Date Designated: 12/S/1986 
5 1 University Street 
Seattle WA’ 98101 

Market Approval Date: 12/12/1991 

--m-w a------ ---------- ---- ------ ------ ----_-- - -_-- --i--r --__ - __--__ ;i-i -____--__-_1 -----;--ii,;,~-P;;i-~-~-~~~--~-~--~~---~~~--~~~---~~~~-‘~-~~~~~ __-_ ;;i.’ 

Generic Leupeptin Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

For use as an adjunct to microsurgical peripheral nerve repair. 

Sponsor: Neuromuscular Adjuncts, Inc. 
Address: S.U.N.Y. at Stony Brook 

Date Designated: 9/18/1990 

H.S.C. TlS:020 
Market Approval Date: Not currently Approved 

Stony Brook NY 11794-8181 
---------1----------____i____________ ---1----_-1--_-- i -___--- i-” ___-______- -‘_-__-____ “;I--;IL-L--li-C=,;;,-CC-i-;--IL---;;LL; ____ ,i~L, 

Generic Leuprolide acetate Trade Lupron Injection 
Name: Name: 

Designated 
Indication: 
Sponsor: 
Address: 

Treatment of central precocious puberty. 

Tap Pharmaceuticals, Inc. 
2355 Waukegan Road 
Deerfield IL 60015 

Date Designated: 7/25/19ss 
Market Approval Date: 4/16/1993 

-------------------------‘--------------------------------------------~-----~~-~~~--~~ ,;i;,,ici~~i* -_1, *.. i ._I -* mw--Imv- & -__- i--m., -_----_ -~~~~~;;;~~~,;~~~~~~~~~~ “.- a>*~.i.,$*. ei _“.” -.dml 

Generic Levocarnitine Trade 
Name: 

Carnitor 
Name: 

Designated 
Indication: 

For the treatment of seconday carnitine deficiency in valproic acid toxici&. 

Sponsor: Sigma-Tau Pharmaceuticals, Inc. 
Address: 800 South Frederick Avenue 

Date Designated: 1 l/15/1989 

Gaitbersburg MD 20877 
Market Approval Date: Not currently Approved 

--------- -- -----_I - ----_ _ _-I--___---___-_-_-________ i--i- ------_____ - _--_ ;~,iiiiri,;,i‘~~-~,~~-~“~~~-“--~~~~~~~-~*-~~~~~-~~-~~~~~--~~~~~~--~~~~~-~~~~~.-~--~~~~~.~‘,~~ _ 
Generic Levocamitine Trade’ 
Name: 

Carnitor 
Name: 

Designated 
Indication: 

Treatment of zidovudine-induced mitochondrial myopathy. 

Sponsor: Sigma-Tau Pharmaceuticals, Inc. 
Address: 800 S. Frederick Avenue, Suite 300 

Date Designated: 41711997 
Market Approval-Date: Not currently Approved 

I 

Gaithersburg MD 20877 



Generic Levocamitine 
Name: 
Designated Treatment ofpediatric cardiomyopathy. 
Indication: 
Sponsor: Sigma-Tau Pharmaceuticals, Inc. 
Address: 800 South Frederick Avenue 

Gaithersburg MD 20877 

Trade Car&or 
Name: 

1 l/22/ 1993 Date Designated: 
Market Approval Date: Not currently Approved 

‘-‘---‘-“-“-“““--------------------------------------------------------*--~-~---------~----~~~---~---~~-~~-~~~~~-~~---~~~-~~~~----~~~-~-~~--~~-~~~~~~-~~” 

Generic Levocamitine Trade Carnitor 
Name: Name: 
Designated 
Indication: 

Treatment bf primary and secondary carnitine deficiency of genetic origin. 

Sponsor: Sigma-Tau Pharmaceuticals, Inc. 
Address: 800 South Frederick Airenue 

Gaithersburg MD 20877 

Date Designated: 712611984 
Market Approval Date: 12/16/1992 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of manifestations of carnitine deficiency in patients with end stage renal disease who require dialysis. 

Sigma-Tau Pharmaceuticals, Inc. 
800 South Frederick Avenue, Suite 300 
Gaithersburg MD 20877 

Date Designated: 
” Mark& Approval Date: 

9/6/1988 
12/15/1999 

----mm--- ---------I--- --_--I--_------_____---.--------- i-- _-__-_--_ i-ii--ii-;--~i--i-i ___-- Is-ii~~;j-‘--i-i;ii~~~-~ __-- ~ i-- ~‘~~-“B,,-;~vri-~~~~~~~~~~~~-,~~~~~- 

Generic Levocamitine Trade Carnitor 
Name: Name: 
Designated Treatment of genetic carnitine dejciency. 
Indication: 
Sponsor: Sigma-Tau Pharmaceuticals, Inc. 2/28/1984 
Address: 800 South Frederick Avenue 

Date Designated: 

Gaithersbiu-g MD 20877 
Market Approval Date: 4/10/1986 

-------------------------i--------------------------*--*-------~-----.---~~--~-~~--~~----~”~-~--------~~-~---~ 
-----;i;,,~.,;i~;,,~~~-~---~~--~~~~-,~~-~~-~-~-- 

Generic Levocamitine Trade Camitor 
Name: Name: 
Designated 
Indication: 

For the prevention of secondary carnitine de$ciency in valproic acid toxicity. 

Sponsor: Sigma-Tau Pharmaceuticals,‘Inc. Date Designated: 1 l/15/1989 
Address: 800 South Fherick Avenue 

Gaithersburg MD 20877 
Market Approval Date: Not currently Approved 

102 



Generic Levodopa and carbidopa 
Name: 
Designated Treatment of late stage Park&son’s disease. 
Indication: 

Trade 
Name: 

Duodopa 

Sponsor: Nouvel Pharma, Inc. 
Address: 

Date Designated: l/18/2000 
11384 StrangLine Road 
Lenexa KS 66215 

Market Approval Date: Not currently Approved 

-----------------------i------- _--___--.-__-___-_____ iii-i ____-___ ., - . ‘.l’.S ‘. “‘ s”c*/~..Ir- -~ *a; -.-.- &&&&.&&&& ---wm-- .a --_-_- i~~-~~~“-;L;,-,r2”;-~~~-~-~~~~~--i--~-~ 1 r : >’ ;:k.*’ 

Generic Levomethadyl acetate hydrochloride Trade Orlaam 
Name: Name: 
Designated 
Indication: 

Treatment of heroin addicts suitable for maintenance on opiate agonists. 

Sponsor: Biodevelopment Corporation 
Address: 8 180 Greensboro Drive, Suite 1000 

Date Designated: l/24/1985 
Market Approval Date: 71911993 

McLean VA 22102 

s-w-- w-w-- -------- --- ----- - --------- - ---- - -----_1_.-- --i-.*---------;;-i-~~~--~-~--~---.~~~~~~~~--~-~~“-~:~~~-~~~~-~-~~“--~~~----~~-,~-~~-~-~~‘~~~--~-~-~-~~~~~--~-~-~~%“-’ 

Generic Lidocaine patch 5% Trade 
Name: 

Lidoderm Patch 
Name: 

Designated 
Indication: 

For relief of ailodynia (painftii hypersensitivityl, and chronic pain in post-herpetic neuralgia. 

Sponsor: 
Address: 

Teikoku Pharma USA, Inc. 
745-D Camden Ave. 
Campbell CA 95008-4146 

Date Designated: 10/24/1995 
Market Approval Date: 31190999 

------------------“------‘---------------~~----~~~-~-~~~---~-~~~~ _- ___ :‘~~-i~~~-.-~~~.e,~~~~~~~.~~~“~~.~~-~~-~~-,~~‘~~-~~~~--~~-~~~~~-~~~~--~.-~-,~~~~-,-~~--~~~~-~ 1 

Generic Liothyronine sodium injection Trade Triostat 
Name: Name: 
Designated Treatment of myxedema coma/precoma. 
Indication: 
Sponsor: SmithKline Beecham Pharmaceuticals 
Address: One Franklin Plaza 

Date Designated: 7/30/1990 
12/31/1991 

P.O. Box 7929 
Market Approval Date: 

Philadelphia PA 19 10 1 

Designated Treatment of cystic$brosis. 
Indication: 
Sponsor: Genzyme Corporation 4/8/1996 
Address: One Mountain Road 

Date Designated: 

P.O. Box 9322 
Market Approval Date: Not currently Approved 



Generic Liposomal amphotericin B 
Name: 
Designated 
Indication: 

Treatment of qyptococcaf meningitis. 

Sponsor: Fujisawa USA, Inc. 
Address: 3 Parkway North Center 

Deerfield IL 600 15 

Trade AmBisome 
Name: 

Date Designated: 12/10/1996 
Market Approval Date: 8/l l/1997 

----------------------i------------------------~~.~--~.~-~-~ .’ I* _________ ‘-2,;,;;;,~--~u,,~-~~~~-~~~-.~.--~~~.~-~-’-~~~~-~~-.~~-,~~~--~ ;-. ;;-i;;;,;i,;~~~,-*-;,~~~~~ _ ,I 

Generic Liposomal amphotericin B Trade’ 
,.,. 

AmBisome~ 
Name: Name: 
Designated Treatment of visceral leishmaniasis. 
Indication: 
Sponsor: Fujisawa USA, Inc. 

3 Parkway Ncrth ‘Center 
,Date ,Designated: 12/6/1996 

Address: Market Approval Date: 8/l l/1997 
Deerfield IL 60015 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of histoplasmosis. 

Fujisawa USA, Inc. 
3 Parkway North Center 
Deerfield IL 600 15 

Date Designated: 
Market Approval Date: 

12/10/1996 
Not currently Approved 

-----------------I--____y______________o---- I___ ---i---*---“-m--i*-2z ---_ ii _--_-- ii-i--;ri-~~-~~;i;;i-9-;;----i---.~~~~-’~-~~-’~--~~~---“--~-~~~~~-~ _I__ i-ii~i-ii--. 
_ 

Generic Liposomal cyblosporin A Trade 
Name: 

Cyclospire 
Name: 

Designated 
Indication: 

For aerosolized administration in the prevention and treatment of lung allograft rejection 
and pulmonary rejection events associated with bone marrow transplantation. 

Sponsor: Vernon Knight, M.D. 
Address: Baylor College of Medicine, Dept. of 

Date Designated: 4/30/1998 

One Baylor Plaza 
Market Approval ‘Date: Not currently Approved 

Houston TX 77030 
--------------------_____l_____________l-------- ---- -*-i-----i-.l---*“--li----L-- ___ a-.c*--r-r’.ij-*-~~~.~~~~~~---~~~~-~~~~~~~’~~~-~~~~~-~~ _____ i-i~;;,--i~~;,, : 

Generic Liposomal Trade ImmTher 
Name: N-Acetylglucosminyl-N-Acetylmuramly-L-Al Name: 
Designated Treatment of Ewing’s sarcoma. 
Indication: 
Sponsor: Endorex Corp. 
Address: 

Date Designated: 6/10/1998 
900 North Shore Drive 
Lake Bluff IL 60044 

Market Approval Date: Not currently Approved 

--------------------_____u_________ -~~~~~~-~~~- - _-_-- iii&---&&Y -___ i--i _-___ ;-‘--,;;,;,i,.-L,,;;-~~---~.~-~--.~”--~~~ --.- i --i ;-;;;;--~;D;i;---;~-i~~*-~--~---~,-~~~. 
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Generic Liposomal Trade 
Name: N-Acetylglucosminyl-N-Acetylmuramly-LAla Name: 

ImmTher 

Designated Treatment of osteosarcoma. 
Indication: 
Sponsor: Endorex Corp. 
Address: 

Date Designated: 6/10/1998 
900 North Shore Drive 
Lake BhrffIL 60044 

Market Approval Date: Not currently Approved 

------------------------c ------ - ------ ---.---m----L----- ----’ ----- ;-:i--~~i-i-;; -_-____-- ;s,ci,i,~.L3i~~iz,~-~--~~~~-~~-~-,~~~~~~.-,~’~-~~-~--~-~~~-~~~~-.~~-~~~~~-~” 

Generic Liposomal nystatin Trade 
Name: 

Nyotran 
Name: 

Designated Treatment of invasive fungal infections. 
Indication: 
Sponsor: Aronex Pharmaceuticals, Inc. 
Address: 

Date Designated: 6/13/2000 
8707 Technology Forest Place 
The Woodlands TX 77381-1191 

Market Approval Date: Not currently Approved 

--------------------------------------------------------------------~--~-~--~~--~~~~--~~~~~~-~.”* -~-ii;i-~-~~“~~-~-,-.~~-~--.~-~~-.~~~~~~~-~~~~~-~~-,~~-~--~~-.-,~-~-~~~- I 
Generic Liposomal-cis-bis-neodecanoato-tr~s~~R~~,2~diami~~ Trade 

yclohexane-Pi (II) 
NONE ASSIGNED 

Name: Name: 
Designated Treatment of malignant mesothelioma. 
Indication: 
Sponsor: Antigenics Incorporated 
Address: 34 Commerce Way 

Woburn MA 01801 

Date Designated: 
Market Approval Date: 

91111999 
Not currently Approved 

Designated 
Indication: 

Treatment of cancers of the kidney and renalpelvis. 

Sponsor: Biomira USA, Inc. 612011994 
Address: 1002 Eastpark Boulevard 

Date Designated: 

Cranbury NJ 085 12 
Market Approval Date: Not currently Approved 

-_-__-----------_---_____I__ - _-___ - ------_----__ - _-_-__ u _-__- I __- -- ____ i-i--i _--- ;-i--~-;i--i-,---“;--~~,---~-~~---~~~”*-~.~~-”~~-~-,~~~~~~~-~-~~~~~~~~~~-~~~~-~~~~~~~~~ TL I’, 
Generic Liposome encapsulated recombinant interleukin-2 Trade NONE ASSIGNED ” 
Name: Name: 
Designated Treatment of brain and CNS tumors. 
Indication: 
Sponsor: Biomira USA, Inc. Date Designated: 11/25/1991 
Address: 1002 Eastpark Boulevard 

Cranbury NJ 085 12 
Market Approval Date: Not currently Approved 
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Trade 
Name: 

NONE ASSIGNED 

Designated 
Indication: 

Treatment ofpatients undergoing induction therapy for acute myeloid leukemia. 

Sponsor: Cell Therapeutics, Inc. 
Address: 201 Elliot Avenue West 

Date Designated: 6/10/1999 

Suite 400 
Market Approval Date: Not currently Approved 

Seattle WA 98119 
-------I---------I------‘---- ___I_-. i _-I___ i-~-i;--;“l---i~~-~~~~~-~~~~~~, -,*&*&.& ,‘-i”‘i.“l ‘~>v&fS‘d# b.i.~ .,,,?< a_/*~ 2;. ,&,~7b~.~ “x” .:- ,*- : >;; ̂.‘<X, :,.. :ij.,( ;I &‘:,:* “-” 

Generic Lodoxamide trotiethamine Trade 
Name: 

Alomide Ophthalmic Solution 
Name: 

Designated Treatment ofvernal keratoconjunctivitis. 
Indication: 
Sponsor: Alcon Laboratories, Inc. 
Address: 

Date Designated: 10/16/1991 
620 1 South Freeway M.arket, Approval Date: 912311993 
Fort Worth TX 76134 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of acute respiratory distress syndrome in adults. 

Discovery Laboratories, Inc. 
350 South Main Street 
Suite 307 
Doylestown PA 1890 1 

Date Designated: 711711995 
Market Approval Date: Not currently Approved 

---------------------------I-----------------*---- .I_ ii~-i---Y-i-.---i---‘-~~~~~~--~~~~~~~~~-’~-~~-~~~~ ‘-i(^- ‘) ‘. / iiiw _________ ;&&-~.s;;-;*w~~; ____ ~~:--;;“~~il;i,r;,l,=,,‘-;.; , 

Generic Lucinactant Trade Surfaxin 
Name: Name: 
Designated 
Indication: 

Treatment of meconium aspiration syndrome in newborn infants. 

Sponsor: Discovery Laboratories, Inc. 7/30/1996 
Address: 350 south Main street 

Date Designated: 

Suite 307 
Market Approval Date: Not currently Approved 

Doylestown PA 1890 1 
--------------------‘---------------------------------~--.--------~-~--~-~~--~~~~~-~-~~ -;--i”i~~--i;-i~-;;-i . . . .;- .I “i;;,,;L.‘i-;‘~~~;r,~~~-“~~~~~~~--~~-~~~~~~~~~~~~ * ,. 

Generic Lucinactant Trade Suifaxin 
Name: Name: 
Designated 
Indication: 

Treatment of respiratory distress syndrome in premature infants. 

Sponsor: 
Address: 

Discovery Laboratories, Inc. 
350 South Main Street 
Suite 307 
Doylestown PA 1890 1 

Date Designated: 
Market Approval Date: 

10/18/1995 
Not currently Approved 



Generic Mafenide aetate solution Trade 
Name: 

Sulfamylon solution 
Name: 

Designated 
Indication: 

For use as an adjunctive topical antimicrobial agent to control bacterial infection when used under moist 
dressings over meshed autograj?s on excised burn wounds. 

Sponsor: Mylan Laboratories, Inc. Date Designated: 7/18/1990 
Address: 78 1 Chestnut Ridge Road 6/5/1998 

P.O. Box 431Q 
Market Approval Date: 

” 
i ,, 

Morgantown WV 26504-43 10 

Designated Treatment of HIV-associated wasting syndrome. 
Indication: 
Sponsor: Multidisciplinary Association for Date Designated: 512511999 
Address: 3 Francis St. 

Belmont MA 02478 
Market Approval Date: Not currently Approved 

-----------------------5----------------------- ____ ---i-------i _______ ‘*-*hi-i _I___ ‘i-ii-~-,--ii~~~;;i -----------------------5----------------------- ____ ---i-------i _______ ‘*-*hi-i _I___ ‘i-ii-~-,--ii~~~;;i ‘.‘“. ‘.‘“. ____ L~~~~-~~~~~~~~~~-‘~~~~-~~-~-~-,-~~-,~-~~~~-~~~~-~--~~~-~-~--~ ____ L~~~~-~~~~~~~~~~-‘~~~~-~~-~-~-,-~~-,~-~~~~-~~~~-~--~~~-~-~--~ 
Generic Generic MART-l adenoviral gene therapy for malignant MART-l adenoviral gene therapy for malignant Trade Trade NONE ASSIGNED NONE ASSIGNED 
Name: Name: melanoma melanoma Name: Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of metustatic melanoma. 

Genzyme Corporation 
One Mountain Road 
P.O. Box 9322 

Date Designated: 3/28/1997 
Market Approval Date: Not currently Approved 

Framingham MA 01701-9322 
““-““‘-‘------“‘““‘-------------I-----------------------~------------~--~-------------~------~-~-~~-~-~--~~~-~-~~.‘~~-~~~~~. -“--w;;;;,~~~-,,~~.~i;i;,iiiiL-L,;,,;.;,;--. 

Generic Matrix metalloproteinase inhibitor Trade Galardin 
Name: Name: 
Designated Treatment of cornea1 ulcers. 
Indication: 
Sponsor: Glycomed, Inc Date Designated: 12/5/1991 
Address: 860 Atlantic Avenue Market Approval Date: 

Alameda CA 94501 
Not currently Approved 

-------------------------il---------------------------~-------------------~---------------.-~---------~--~--~-~-------~~--~-~--~----------------~--~--~----~--~.” 

Generic Mazindol Trade Sanorex 
Name: Name: 
Designated Treatment of Duchenne muscular dystrophy. 
Indication: 
Sponsor: Collipp, Platon J. M.D. 
Address: 

Date Designated: 121811986 
176 Memorial Drive Market Approval Date: 
Jesup GA 3 1545 

Not currently Approved 



Generic Mecamylamine Trade 
Name: Name: 

Inversine 

Designated Treatment of Tourette ‘s syndrome. 
Indication: 
Sponsor: Layton Bioscience, Inc. 
Address: 709 E. Evelyn Avenue 

Dane-Designated: 10/14/1998 

Sunnyvale CA 94086 
Market Approval Date: Not currently Approved 

--------------------------- --------_--- 1---__1--- __----__ L- ---_ i-,‘--.~~~-*-i--~-~-~~~“*--~-~-~-~’~~~.--~-~~,~~~ ____ ir,rv,--,i~i-;.--,-~-.-~~-~,-~~~-~~-~~~~~-~,~”, 
./ 

Generic Mecasermin Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of growth hormone insuflcency syndrome. 

Sponsor: Genentech, Inc. 
Address: 

Date Designated: 12/12/1995 
460 Point San Bruno Boulevard 
South San Francisco CA 94080 

Market Approval Date: Not currently Approved 

-----------------------------------------------------*-.~-----~--~~“~~~~-~~~~~-~---~. ,r~i~,i-;,---‘,i;,“;,;_, -_--_- -----;;--;I-,,;,-,,,,L,;,,” --_-_ ;,;,,, 

Generic Mecasermin Trade 
Name: 

Myotrophin 
Name: 

Designated Treatment of amyotrophic lateral sclerosis. 
Indication: 
Sponsor: Cephalon, Inc. 81511991 
Address: 145 Bran&&me Parkway 

Date Designated: 

West Chester PA 193804245 
Market Approval Date: Not currently Approved 

~~~-~--~~--~--~--I~----~--~~~----~--~~-- --__- _-_ -___-____.___ -----;;-.a~“-ii,,;;,~~--~~~~-~~-~’~~--.~~~~--.~~~-~~~-~~--~~.~~ ri4;f~,.~~,~--;L;~~~~~~,~. G__ : .,.. .“?’ I .’ 
Generic Med+oxjprogjesterone acetate Trade Hematrol 
Name: Name: 
Designated 
Indication: 

Treatment of immune thrombocytopenicpurpura. 

Sponsor: InKine Pharmaceutical Company, Inc. 2/22/200 1 
Address: 1787 Sentry Parkway West 

Date Designated: 

Building 18, Suite 440 
Mtiket Approval Date: Not currently Approved 

Blue Bell PA 19422 
---------m-----s.--- -__- _--- __-___- - ___-_-I___-_ ~-“~----i-~-i-r-irPii---.~~~~~-~~~~~~~~-’~-~~~”~~~~-~~~~~. I’ .’ --i-~~~~T-ii;;~~4~--~~~~~~~~~~~~~~-~~-~~~~~~~~~-~~,~~~~~~~~~~ 

Generic Mefloquine H’CI Trade Laliam 
Name: Name: 
Designated 
Indication: 

Treatment of acute malaria due to Plasmodium falciparum and Plasnio’dium vivax. 

Sponsor: Hoffmann-La Roche, Inc. 
Address: 340 Kingsland Street 

Date Designated: 4/13/1988 
Market Approval Date: 5/2/1989 

Nutley NJ 07 110 
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Generic Mefloquine HCI Trade 
Name: Name: 

Mephaquin 

Designated Treatment bf chloroquine-resistant Falciparummalaria. 
Indication: 
Sponsor: Mepha AG 7/22/1987 
Address: 4143 Dornach 

Date Designated: 

POSTPASH 137 
Market Approval Date: Not currently Approved 

Aesch Basel, Switzerland CH 
“““““-“““-““--I--~-----------------------~--*-”-~.~-~~~--~~-~~~~~-~~~~~~-~~~~~~~~~~~~~~~-~~~~~-~~~-~~~~--~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ ‘* ‘-G-z 

Generic Mefloquine HCI Trade Laliam 
Name: Name: 
Designated 
Indication: 

Prophylaxis of Plasmodium falciparuti malarik which ~ssrek%n~‘io other available drugs. 

Sponsor: Hoffmann-La Roche, Inc. 411311988 
Address: 340 Kingsland Street 

Date Designated: 
Market Approval Date: 5/2/1989 

Nutley NJ 07110 

---a--- ---m----m---------- ----- ----_---_- ----__ - ___- -*-1 _______-I iir --I iF ____-I- ;---;--i;i-;u,;;,;.,*~-~----~.~~~~.~~-~-~~~-~~-~~~~~-~-~--~-,--.-~~--.~--~-~~---~‘, 

Generic Mefloquine HCI Trade 
Name: 

Mephaquin 
Name: 

Designated Prevention of chloroquine-resistant Falciparum malaria. 
Indication: 
Sponsor: Mepha AG 7/22/1987 
Address: 4143 Dornach 

Date Designated: 

POSTPASH 137 
Market Approval Date: Not currently Approved 

Aesch Basel, Switzerland CH 
--------mm- - ---- - ---__- -w-----m -_-_---__-__---____----- rj,;-,iu .__- i ___L i-i‘;.-----i-iiiiii~-ii-iji--~.~~--;i;- --__ r-,;,,--,~;;5r--r;-~-~~-,-~-~~~-*~-~~~-~~-~~~~~~--~ .I 

Generic Megestrol acetate Trade 
Name: 

Megace 
Name: 

Designated 
Indication: 

Treatment ofpatients with anorexia, ca2h&ia, or signifi&nt’weighi loss (=i51&, of baseline body weight) and 
confrmed diagnosis ofAIDS. 

Sponsor: Bristol-Myers Squibb Pharmaceutical 411311988 
Address: 2400 West Lloyd Expressway 

Date Designated: 
Market Approval Date: 9/10/1993 

Evansville IN -4772 1 

Designated Treatment of invasive melanoma. 
Indication: 
Sponsor: Morton, Donald L. M.D. 10/13/1994 
Address: John Wayne Cancer Institute 

Date Designated: 

2200 Santa Monica Boulevard 
Market Approval Date: Not currently Approved 

Santa Monica CA 90404 



Generic Melanoma vaccine 
Name: 
Designated Treatment of stage III - IV melanoma. 
Indication: 

Trade 
Name: 

Melacine 

Sponsor: 
Address: 

Ribi ImmunoChem Research, Inc. 
533 Old Corvallis Road 
Hamilton MT 59840 

Date Designated: 12/20/1989 
Market Approval Date: Not currently Approved 

----_------_-------_____ -v-i _----- - -------- -- -------- -- ---- *-w-w ----- - --.--- ---__i-z ----___I iii __._---- i;--ir-;;.-~~ii,~~-~~~~~~~-~-~~~.~~- ____ il-,i-cr,;, ’ 6.” .: ); ? 
Generic Melatonin Trade NONE ASSIGNED 
Name: Name: 
Designated 
Indication: 

Treatment of circadian rhythm sleep disorders in blindpeople with no lightperception. 

Sponsor: 
Address: 

Sack, Robert, M.D. 
Oregon Health Sciences University 
3 18 1 S.W. Sam Jackson Park Road 
Portland OR 97201 

Date Designated: 
Market Approval Date: 

1 l/15/1993 
Not currently Approved 

----------------------------------------------------~---------------*“------=~~--~---~-~-~--~~-~--~~--~-~-~-~~-~~-~-~~- i 
--2-~&&--&L&.2 _--- Lj;_&G ---_-_ L&&I-- 

Generic Meropenem Trade Merrem IV 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Management of acute pulmona y exacerbations, in cystic fibrosis patients, due to respirato y tract infection with 
susceptible organisms. 

Zeneca Pharmaceuticals 
1800 Concord Pike 
PO Box 15437 

Date Designated: 
Market Approval Date: 

4/27/2000 
Not currently Approved 

Wilmington DE 19850-5437 
---------------------------*------~-------------------------------------- .,” * ,I,. “_./i x,. ----mw-.----- -~-rnl~*..~..~~....i --_-- ii;rirci~~-+i-i-~~~ ______-____ I;,~-~;-,-;,;iL--~~~~~-‘~‘ * 

Generic Mesna Trade NONE ASSIGNED 
Name: Name: 
Designated 
Indication: 

Inhibition of the urotoxic effects induced by oxazaphosphorine compounds such as cyclophosphamide. 

Sponsor: Asta Medica, Inc. 
Address: 890 East St. 

Tewksbury MA 0 1876- 1496 

Date Designated: 
Market Approval Date: 

12/16/1987 
Not currently Approved 

-----------------------------------------------------------~---------------~------~----- _______r ,___-_ i-i-L ____ L--“;-,~;--~-.~~,,;r;Li--~~~-~.--”-~,~ ,.‘. J, +‘a “~‘~&+;-~.:-*;.“~ _,- .” 

Generic Mesna Trade Mesnex 
Name: Name: 
Designated 
Indication: 

For use as a prophylactic agent in reducing the incidence of tfosfamide-induced hemorrhagic cystitis. 

Sponsor: 
Address: 

Degussa Corporation 
65 Challenger Road 
Ridgefield Park NJ 07660 

Date Designated: 
Market Approval Date: 

1 l/14/1985 
12/30/1988 



Generic Methioninek-methionine Trade 
Name: Name: 

NONE ASSIGNED 

Designated Treatment ofAIDS myelopathy. 
Indication: 
Sponsor: Di Rocco, Alessandro M.D. 
Address: 

Date Designated: S/21/1996 
Beth Israel Medical Center, Phillips 
Philips Building, Suite 2R; 10 Union Square 

tiket Approval Date: Not currently ApProved 

New York NY 10003 
-------------------i-----I--------------.--------.--------------------------------------~-----~-----~--.-----*~~---~~--~~-~-~----~------~~~----~-~--~-~----~-’ 

Generic Methotrexate sodium Trade Methotrexate 
Name: Name: 
Designated Treatment of osteogenic sarcoma. 
Indication: 
Sponsor: Lederle Laboratories 10/21/1985 
Address: Division of American Cyanamid Company 

Date Designated: 
41711988 

401 N. Middletown Road 
Market Approval Date: 

Pearl River NY 10965 
--------------------------“----------------------------~-------------------*~-.-----~-----~~~-~-~--------~--~----~-----~--------~------~----------~--~---~-~- 

Generic Methotrexate’with laurocapram Trade Methotrexate/azone 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Topical treatment of mycosis fungoides. 

Durham Pharmaceuticals LLC 
200 Wcstpark Cdrporate Center 
4364 South Alston Avenue 
Durham NC 27713-2280 

Name: 

Date Designated: 
Market Approval Date: 

10/15/1990 
Not currently Approved 

------------------------c-------------------------------.-----~--------~--------------------------------*-------.-------------~-------------~-~----~~~.-----~-~-~ ’ 

Generic Methoxsalen Trade Uvadex 
Name: Name: 
Designated 
Indication: 

For use in conjunction with the WAR’ photopheresis system to treat graft versus host disease. 

Sponsor: Therakos, Inc. Date Designated: 10/14/1998 
Address: 437 Creamery Way Market Approval Date: 

Exton PA 1943 i 
Not currently Approved 

-----------------------------------------------------------------------------------------------~-----.-------------~----~-~~~~~---------~~-----~~--~~-------~~-- ’ 

Generic metreleptin Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of ieptin deficiency secondary to generalized 
Indication: lipodystrophy and partial familial lip&iystrophy 
Sponsor: Amgen, Inc. Date Designated: g/22/200 1 
Address: One Amgen Center Drive 

ThousandOaks CA 91320-1799 
Market Approval Date: Not currently Approved 



Generic metreleptin Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of metabolic disorders secondary to iipodystrophy 
Indication: 
Sponsor: Amgen, Inc., Date Designated: 8/22/200 1 
Address: One Amgen Center Drive Market Approval Date: Not currently Approved 

Thousand Oaks CA 91320-1799 

-----I-----------------i--------------------------------------------.------------.-*------------------------------~-------------------------“----------------- 
Generic Metronidazole Trade Metrogel 
Name: Name: 
Designated Treatment of perioral dermatitis. 
Indication: 
Sponsor: Galderma Laboratories, Inc. Date Designated: 10/24/1991 
Address: P.O. Box 33 1329 Market Approval Date: Not currently Approved 

Fort Worth TX 76163 

--------------------1--1-------------------------------~---------------------.--------------------------------------~--------~--------------------”------------- 

Generic Metronidazole (topical) Trade Metrogel 
Name: Name: 

Designated 
Indication: 
Sponsor: 
Address: 

Treatment of acne rosacea. 

Galderma Laboratories, Inc. 
P.O. Box 33-1329 
Fort Worth TX 76163 

Date Designated: 10/22/1987 
Market Approval Date: 1 lU2ll988 

------------------I-----------------------------------------------------------------------------------------------------.------------~---------.----------- 

Generic Microbubble contrast agent Trade 
Name: 

Filmix Neurosonographic Contrast Agent 
Name: 

Designated Intraoperative aid in the identification and localization of intracranial tumors. 
Indication: 
Sponsor: Cav-Con, Inc. Date Designated: 1 l/16/1990 
Address: 55 Knollwood Road Market Approval Date: Not currently Approved 

Farmington CT 06032 

----------I--------------*------I-----------------------------------------------------------------------------------~----------------~--.-------------------~----- 
Generic Midodrine HCI Trade Amatine 
Name: Name: 
Designated Treatment ofpatients with symptomatic orthostatic hypotension. 
Indication: 
Sponsor: Schier Ridgewood F.K.A. (Roberts Date Designated: 121511996 
Address: Meridian Center III Market Approval Date: 9/6/1996 

6 Industrial Way West 
Eatontown NJ 07724 

“““‘----------------------------------------------------.-----------~-------------------*-.----------------------------------------------------------------- 
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Generic Mitoguazone Trade 
Name: Name: 

wep 

Designated 
Indication: 

Treatment of diffuse non-Hodgkin’s lymphoma, including AIDS-relatid diffuuSe non-Hodgkin’s lym)homa. 

Sponsor: ILEX Oncology, Inc. Date Designated: 3/18/1994 
Address: 4545 Horizon Hill Blvd. 

San Antonio TX 78229-2263 
Market Approval Date: Not currently Approved _ 

---------I-------------------------------------------------------------.------------------.---------------------~-------~----~------------------------------- 

Generic Mitolactol Trade NONE ASSIGNED 
Name: Name: 
Designated As adjuvant therapy in the treatment ofprimary brain tumors. 
Indication: 
Sponsor: Biopharmaceutics, Inc. Date Designated: 7/12/1995 
Address: 990 Station Road Market Approval Date: 

Bellport NY 11713 
Not currently Approved 

-------------------------I------I-------------------------~---------------------------------------------------“~------------------------------.------------------- 

Generic Mitoiactol 
4 

Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of recurrent invasive or metastatic squamous carcinoma of the cervix. 
Indication: 
Sponsor: Biopharmaceutics, Inc. Date Designated: l/23/1989 
Address: 990 Station koad Market.Approval Datei 

Bellport NY 11713 
Not currently Approved 

--------------------------.--------------~----------------------------------------*------------.-.--~-------.------------------~-----~--------------~------------ 
Generic Mitomycin-C Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of refractory glaucoma as an adjunct to ab externo glaucoma surgev. 
Indication: 
Sponsor: IOP Inc. Date Designated: 8/20/1993 
Address: 3 100 Airway Avenue, Suite 106 Market Approval Date: 

Costa Mesa CA 92626 
Not currently Approved 

--------------------------------------------------------------------------------------------------.--------..---~.--~~--.---~-~---~---~----~----~~-~--~--~--. 
Generic Mitoxantrone Trade Novantrone 
Name: Name: 
Designated Treatment of hormone rej+actory prostate cancer. 
Indication: 
Sponsor: Immunex Corporation Date Designated: 8/21/1996 
Address: 5 1 University Street Market Approval Date: 1 l/13/1996 

Seattle WA 98101 
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Generic Mitoxantrone Trade Nova&one 
Name: Name: 
Designated Treatment ofprogressive-relapsing multiple sclerbsis. 
Indication: 
Sponsor: Immunex Corporation Date Designated: 811311999 
Address: 51 Universih St. Market Approval Date: 10/13/2000 

Seattle WA 98101 

------------------------------------------------------------------------------------~--“------------~-------~-~---~-~------~--------.--------------~~- )’ 

Generic Mitoxantrone Trade Novantrone 
Name: Name: 
Designated Treatment of secondary-progressive multiple sclerosis. 
Indication: 
Sponsor: Immunex Corporation Date Designated: 8/13/1999 
Address: 5 1 University St. Market Approval Date: 10/13~2000 

Seattle WA 98101 

------------------------------------------------------~--~-----~----.-----------------.-~-~-.-~~----~~-~-~---~-~--~---~~~-.---~-~--~-~-----~---*--.---~~-. 
Generic Mitoxantrone HCI Trade Novantrone 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of acute myelogenous leukemia, also referred to as acute nonlymphocytic leukemia. 

Lederle Laboratories 
Division of Americh Cyanamid Company 
401 N. Middletown Road 
Pearl River NY 10965 

Date Designated: 
M&&t &inr~v~l r .r- _ . - Jate: 

711311987 
1212311987 

-----------------------------------------------------~-------------~------*-------------~--~---.-~------~------~-~----~---~~-----~---~--------~-------~~-~~- 
Generic MN14 monoclonal antibody to carcinoembryonic antigen Trade Cea-Cide 
Name: Name: 
Designated Treatment ofpancreatic cancer. 
Indication: 
Sponsor: Immunomedics, Inc. 
Address: 

Date Designated: 11/24/1998 
300 American Road Market Approval Date: 
Morris Plains NJ 07950 

Not currently Approved 

me ----- ~~~-~----~~-~~~I---~~~--~-~-~~~~---~.~~~~-~-~-- __--__- -------------------i --___ -c-----------;iir-ili-riii-----i----iii- --_ ii--i;---i---i-------ii-- 

Generic MN14 monodonal antibody to carcinoembryonic antigen Trade Cea-Cide 
Name: Name: 
Designated For the treatment of small cell iung cancer. 
Indication: 
Sponsor: Immunomedics, Inc. Date Designated: g/18/1998 
Address: 300 American Rd. 

Morris Plain’s NJ 07950 
Market Ap$rov& Date: Not currently Approved 



Generic Modafinil Trade 
Name: Name: 

Provigil 

Designated Treatment of excessive daytime sleepiness in narcolepsy. 
Indication: 
Sponsor: Cephalon, Inc. Date Designated: 311511993 
Address: 145 Brandy&me Parkway Market Approval Date: 1212411998 

West Chester PA 19380 

----------------------------------------------------.----------------------------~----“--~-----------------~~---~-~----------------~------------~--- 

Generic Monoclonal antibodies PM-81 and AML-2-23‘ Trade 
Non ASSrGmDe.“‘~ . 

Name: Name: 
Designated 
Indication: 

For the exogenous depletion of CD14 and CDI5positive acute myeloid leukemic bone marrow cells from pbtients 
undergoing’ bone marrow transplantaiion. 

Sponsor: Medarex, Inc. 
Address: 67 Beaver Avenue 

Amrandale NJ 08801-0953 

Date Designated: 
Market Approval Date: 

3/12/1990 
Not currently Approved 

----------------------------------------------------------------------=-----------------.---------.---------~--~-----~---------~~----~.---~~--~-----.-.---~~” 

Generic Monoclonal antibody for immunizatioii against lupus Trade. NONE ASSIGNED . 
Name: nephritis Name: 
Designated Treatment of lupus nephritis. 
Indication: 
Sponsor: VivoRx Autoimmune, Inc. Date Designated: l/7/1993 
Address: 282 5 Santa Monica Blvd., Suite 200 Market Approval Date: 

StiIl .&I Monica CA 90404 
Not currently Approved 

---------------------I--I-----------------------------------------------------------.-----------------~---~-~---.----~--~---------------------------------------~ 
Generic Monoclonal antibody PM-81 Trade NONE ASSIGNED 
Name: Name: 
Designated Adjunctive treatment of acute myelogenous leukemia. 
Indication: 
Sponsor: Medarex, Inc. 
Address: 

Date Designated: 61271199 1 
519 Route 173 West Market Approval Date: 
Bloomsbury NJ 08804 

Not currently Approved 

“““-“““‘-“‘-‘---~------------------~--------~~-~~-------~~~.~~~--~~~~~~~~---~~.-~~~--~~~~~--~-~~~~~~-~~~~.~*-~~~-~-~-~.~~~~~~-~-~--~~~.~~~~~~~~~ ., 

Generic Monochnal aintibody-B43.13 . _ . T&&’ (jvarexM&-s43.13 ” ” 
Name: Name: 
Designated Treatment of epithelial ovarian cancer. 
Indication: 
Sponsor: AltaRex US Corp. 
Address: 6 10 Lincoln Street 

Date Designated: 1 l/25/1996 

Waltham MA 0245 1 
Mark& Approval Date: Not currently Approved 
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Generic Monolaurin Trade 
Name: 

Glylorin 
Name: 

Designated Treatment of congenital primary ichthyosis. 
Indication: 
Sponsor: Glaxo Wellcome Inc. 
Address: 

Date Designated: 4290993 
5 Moore Drive 
PO Box 13398 

Market Approval Date: N&t currently Approved 

Research Triangle Park NC 27709 
-----------I---“------------I----------------------~--~----~-----‘-~~-~-- _--_ ie-r’--ii-ii~i~~~-lL;; _--- “~.;;~~~“i;-;-l;i,,~~~~~~~~-~-~-~~~-~~-~ I_-_ i-~~~~i-- 

Generic Monooctanoin Trade Moctanin 
Name: Name: 
Designated For dissolution of cholesterol gallstones retained in the common bile duct. 
Indication: 
Sponsor: Ethitek Pharmaceuticals, Inc. 5/30/1984 
Address: 7855 Gross Point Road, Unit L 

Date Designated: 
10/31/1985 

Skokie IL 60077 
Market Approvai Date: 

e--sm-mmw- I-_ -______ ----_1__-_-_1-___-__------------------.------ _-__ ---------------------i--i--iii-c--~~-’.~~--~---~‘----~~~~-~~~--~-~-----~-~--~~~--~~~~--~~~----” 
I 

Generic Morphine sulfate concentrate (preservative free) Trade 
Name: 

In&morph 
Name: 

Designated 
Indication: 

For use in microinfision devices for intraspinal administration in the treatment of intractable chronic pain. 

Sponsor: E&ins&m, Inc. 
Address: 

Date Designated: 7/12/1990 
2 Esterbrook Lane Market Approval Date: 7/19/1991 
Cherry Hill NJ 08003 

--------------------_____I___ 
Generic MTC-DOX for II y 
Name: 
Designated Treatment bf hepatocellular carcinoma 
Indication: 
Sponsor: FeRx Incorporated 
Address: 43 3 0 La Jolla Village Drive 

Date Designated: l/3/200 1 

Suite #250 
Market Approval Date: Not currently Approved 

San Diego CA 92122 

Generic Multi-vitamin infusion (neonatal formula) Trade NONE ASSIGNED 
Name: Name: 
Designated 
Indication: 

For establishment and maintenance of totalparenteral nutrition in vey low birth weight infants. 

Sponsor: Astm Pharmaceuticals, L.P. 
Address: 

Date Designated: 12/12/1989 
725 Chesterbrook Blvd. Market Approval Date: 
Wayne PA 19087-5677 

Not currently Approved 



Generic muramyltripeptide, phorphatidyl-eth&oIamine encased Trade NONE ASSIGNED 
Name: in multi-lamellar liposomes Name: 
Designated Treatment of children and adolescent osteosarcoma 
Indication: 
Sponsor: Jenner Biotherapies, Inc. Date Designated: 6/5/200 1 
Address: 541 Kenosa Street Market Approval Date: Not currently Approved 

Walworth WI 53 184 

--_--___---_-_------____l_________l_____----------------------------------------------------------------------------------------- 
Generic Murine MAb (Lym-1) and Iodine X31-1 radiolabeled Trade Oncolym 
Name: murine MAb (Lym-1) to human B-cell ljiiiphoma Nimie: 
Designated Treatment of B-cell non-Hodgkin’s lymphoma. 
Indication: 
Sponsor: Berlex Laboratories Date Designated: 11/27/1998 
Address: 15049 San Pablo Ave. Market Approval Date: Not currently Approved 

PO Box 4099 
Richmond CA 94804-0099 

------------_---_-----------------------------------------------------------------------------~----------------------------------------------------------------- 
Generic Murine MAb’to polymorphic epithelial mucin, human Trade Theragyn 
Name: milk fat glob&e 1 Ntie: 
Designated 
Indication: 
Sponsor: 
Address: 

Adjuvant treatment of ovarian cancer. 

Antisoma plc 
West Africa House 
Hanger Lane Ealing 
London W5 3QR UK 

Date Designated: 
Market Approval Date: 

312211999 
Not~cui-rentIy Approved 

--------_---__----_-____L_______________-------------------------------------------------.------------------------------------------------------------------- 

Generic Mycobacterhim avium sensitin RS-10 Trade NONE ASSIGNED 
Name: Name: 
Designated For use in the diagnosis of invasive Mycobacterium avium disease in immunocompetent individuals. 
Indication: 
Sponsor: Statens Seruminstitut Date Designated: 10/l l/1995 
Address: 5 Artillerivej Market Approval Date: Not currendy Approved 

DK-2300 Copenhagen S 
Denmark 

-------------------------h--------------------------------------------------------------------------------------------------------------------------------------- 
Generic N-acetyl-procainamide Trade NONE ASSIGNED 
Name: Name: 
Designated Prevention of life-threatening ventricular arrhythmias in patients with documentedprocainamide-induced lupus. 
Indication: 
Sponsor: NAPA of the Bahamas Date Designated: 12/10/1996 
Address: 3560 Pennsylvania Avenue, Suite 7 Market Approval Date: Not currently Approved 

Dubuque IA 52002 



Generic N-acetylcysteinate Trade 
Name: 

Nacystelyn Dry Powder Inhaler 
Name: 

Designated For the management of cystic$brosis 
Indication: 
Sponsor: Galephar Pharmaceutical Research, Inc. Date Designated: 12/27/2000 
Address: Road 198, No. 100 km. 14.7 

Juncos Industriai Park 
Market Approval Date: Not currently Approved 

Juncos PR 00777-3873 
--------------------w----a -___-_ i-e _--_-___-- r--,,*,;,,rii,;,,i,-.----.~~-.-~~-=-~~~~~~.--~~~--~~~~-~~---~~-.~--~~-~~--~~.~~~~ _ ,, “, ‘~~~~~,i~~~~;-~~-~~-“‘~ ’ 

Generic N-acetylgalac3osamine&wlfatase, recombinant human Trade -NONE ASSIGNBD 
Name: Name: 
Designated 
Indication: 

Treatment of mucopolysaccharidosis Type VI (Maroteaux-Lamy vndrome). 

Sponsor: BioMarin Pharmaceutical, Inc. 
Address: 11 Pimental Court 

Novato CA 94949-5608 

Date Designated: 211711999 
Market Approval Date: Net currently Approved 

-------------------------“-------L--------------------------------~-*----~--.-----------.-~----~~-~-~~~~~-~~~~-~--.-~--~-~-~~~~-~-~~---~~-~--~~~---~-~--.~~~--~ 

Generic Nafarelin acetate Trade Synarel Nasal Solution 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of central precocious puberty. 

Syntex (USA), Inc. 
340 1 Billview Avenue 
PaIo Alto CA 94303 

Date Designated: 
Market Approval Date: 

7/20/1988 
Not currently Approved 

Designated 
Indication: 

For blockade of the pharmacoIogicai eflects of exogenously admtnistered opioids as an adjunct to the maintenance 
of the opioid-free state in detoxifiedformerly opioid-dependent individuals. ‘ 

Sponsor: DuPont Pharmaceuticals 3/l 111985 
Address: E.I. Du Pant De Nemours & Co. 

Date Designated: 
Market Apprcval‘Date: 1 l/30/1984 

Wilmington’DE 19880 

--------------------_____l______l_ ---I----- i ----__-----__ i-rj,--.i __-__ \a _-___ rii.--l-ci-Li-ij-.i‘--._ ;--;--;-~-;-;i:~~.:;;;,,;;,LL,,;;,-;;;,~~~ 

Generic Natural hutian lymphoblastoid intefieron-aibha Trade NGNB ASSIGNED 
Name: Name: 
Designated 
Indication: 

Treatment ofpapillomavirus warts in the oral cavity of ILWpositive patients. 

Sponsor: Amarillo Biosciences. Inc. Date Designated: 8/10/2000 
Address: 800 West 9th Avenue 

Amarillo TX 79101-3206 
Market Approval Date: Not currently Approved 



Generic Natural human lymphoblastoid interferon-alpha Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of Behcet’s disease. 
Indication: 
Sponsor: Amarillo Biosciences, Inc. Date Designated: 1/18/2000 
Address: 800 West Ninth Avenue Market Approval Date: Not currently Approved 

Amarillo TX 79101-3206 

Generic NDROGE Trade 
Name: Name: 

NONE ASSIGNED 

Designated Treatment ofpostanoxic intention myoclonus. 
Indication: 
Sponsor: WATSON Laboratories, Inc. Date Designated: 1 l/1/1984 
Address: 3 3 Ralph Avenue Market Approval Date: Not currently Approved 

P.O. Box 30 
Copiaque M’ 11726-0030 

--------------------_____l______l______l------------------------------------------------------------------------------------------------------------------------ 
Generic Nebacumab Trade Centoxin 

Name: Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment ofpatients with gram-negative bacteremia which has progressed to endotoxin shock. 

Centocor, Inc. 
200 Great Valley Parkway 
Malvern PA 19355 

Date Designated: 
Market Approval Date: 

10/1/1986 
Not currently Approved 

----------------------------------------------------------------------------------~--------‘~---------~------------------------------------------------------------ 

Generic Neurotrophin-1 Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of motor neuron disease/amyotrophic lateral sclerosis. 
Indication: 
Sponsor: Ericsson, Arthur Dale, M.D. Date Designated: 911311994 
Address: 6560 Famrin, Scurlock Tower, Suite 720 Market Approval Date: Not currently Approved 

Houston TX 77303 

----____-__-__------------------------------------------------------------------------------------------------------------------------------------------------------ 
Generic NG29 Trade Somatrel 
Name: Name: 
Designated Diagnostic measure of the capacity of the pituitay gland to release growth hormone, 
Indication: 
Sponsor: Ferring Laboratories, Inc. Date Designated: 8/S/1989 
Address: 400 Rella Boulevard Suite 20 1 Market Approval Date: Not currently Approved 

Suffern NY 10901 

119 



Generic Nifedipine 
Name: 

Trade 
Name: 

NONE ASSIGNED 

Designated Treatment of interstitial cystitis. 
Indication: 
Sponsor: Fleischmann, Jonathan M.D. Date Designated: 61134991 
Address: MetroHealth Medical Center Market Approval Date: Not currently Approved 

3395 Scranton Road 
Cleveland OH 44 109 

----------I-----------------------------------------------------------------------------------------~------------------~------------------------~------ 
Generic nitazoxanide Trade cryptaz 
Name: Name: 
Designated Treatment for intestinal amebiasis 
Indication: 
Sponsor: Romark Laboratories, L.C. Date Designated: 10/23/2001 
Address: 6200 Courtney Campbell Causeway Market Approval Date: Not currently Approved 

Suite 880 
Tampa FL 33607 

--------------------------I------I---*---------------------------------------.--------------------------------------------~----.----------.---------------------- 
Generic Nitamxanide Trade CIyptXZ 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of crypfosporidiosis. 
Name: 

Romark Laboratories, L.C. 
6200 Courtney Campbell Causeway 
Suite 880 

Date Designated: 12/12/1996 
Market Approval Date: Not currently Approved 

Tampa FL 33607 
_-__---__-_--_-__--_----------------------------------------------------------------------------------------------------------------------------”--------------- 

Generic Nitisinone Trade Orfadin 
Name: Name: 
Designated Treatment of tyrosinemia type 1. 
Indication: 
Sponsor: Swedish Orphan AE3 Date Designated: 5/16/1995 
Address: Drottninggatan 98 Market Approval Date: Not currently Approved 

SE-1 1160 Stockholm 
Sweden SE 

--------------------_____________I______------------------------------------------------------------------------------------------------------------------------ 
Trade Orfadin Generic Nitisinone 

Name: 
Designated Treatment of alkaptonuria 
Indication: 
Sponsor: 
Address: 

Name: 

Swedish Orphan AB Date Designated: 10/19/2001 
Kungsgatan 37,7th Floor Market Approval Date: Not currently Approved 
SE-111 56 
Stockholm, Sweden 

--------------------------------------------------------------------------------------------------------.---------------------------------------------------- 
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i 

Generic Nitric oxide Trade 
Name: Name: 
Designated 
Indication: 

Treatment of acute respiratory distress syndrome in adults. 

NONE ASSIGNED 

Sponsor: IN0 Therapeutics, Inc. 
Address: 54 Old Highway 22 

Clinton NJ 08809 

Date Designated: 
Market Approval Date: 

7/10/1995 
Not currently Approved 

-------------“““--------------------------------------------------------~-----“~-.-~~--.---------------~~-~---~---~-~~-~-------~--~--~---~~------------ 

Generic Nitric oxide Trade lNOmax 
Name: Name: 
Designated Treatment of persistent pulmonary hypertension in the newborn. 
Indication: 
Sponsor: IN0 Therapeutics, Inc. 6/22/l 993 
Address: 54 Old Highway 22 

Date Designated: 
Market Approval Date: 12/23/1999 

Clinton NJ 08809 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment kndprevention of cerebral Lasospasm following subarachmoid hemorrhage. 

Thomas, MD, Jeffrey Evan 
Thomas Jefferson University and Wills 
834 Walnut Street, Suite 650 
Philadelphia PA 19 107-5 102 

Date Designated: 
Market Approval Date: 

2/21/2001 
Not currently Approved 

-----------------I----------------,,,,,,-~ r;C,,~,,h,~~~;i--~~.i--i-i;---i;”iii-ii-- 

Generic nolatrexed Trade 
Name: 

THYMITAQ 
Name: 

Designated Treatment of hepatocellular carcinoma 
Indication: 
Sponsor: Zarix, Inc. Date Designated: 10/18/2001 
Address: 1055 Westlakes Drive 

Suite 200 
Market Approval Date: Not currently Approved 

Berwyn PA 193 12 
----------------------------------------------------~----~-~----~-~~--~--~~-~----~ti--~--.-~’~~-~-~~~~~~~~~~’ d-“. ----i;~~--~~~~~-~-~-~~~-~~-~~-~~-~~-------~-. 

Generic Novel Acting Thrombolytic (NAT) Trade NONE ASSIGNED 
Name: 
Designated Treatment ofperipheral arterial occlusion (PAO) 
Indication: 
Sponsor: Amgen, Inc. 
Address: One Amgen ‘Center Drive 

Thousand oaks CA 91320-1799 

Name: 

Date Designated: 
Market Approval Date: 

l/26/200 1 
Not currently Approved 
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Generic N&1002 Trade 
Name: Name: 

NONE ASSIGNED 

Designated 
Indication: 

Enzyme replacement therapy in patients with all subtypes of Mucopolysaccharidosis I. 

Sponsor: Novazyme Pharmaceuticals, Inc. 4/11/2001 
Address: 800 Research Parkway 

Date Designated: 

Suite 200 
Market Approval Date: Not currently Approved 

Oklahoma City OK 73 104 
--------I--------------------I---”----------------------------------~--------------‘~~---~--~-----~-~-~----~---~~--~-~-~----------~-------~--~---------- 

Generic Octreotide Trade Sandostatin LAR 
Name: Name: 
Designated Treatment of acromegaly. 
Indication: 
Sponsor: Novartis Pharmaceuticals Corporation 
Address: 59 Route 10 

East Hanover NJ 07936-1080 

Date Designated: 
Market Approval Date: 

8/24/1998 
1 l/25/1998 

““-“““““---I--------------I---------------------~---~------=---~-----~---------~--------~-~--~---~~------~-~----~~-------~-~~--~--~----~~-~-~--~-- 

Generic Octreotide Trade Sandostatin LAR 
Name: Name: 
Designated Treatment of diarrhea associated with vasoactive intestinal Deotide tumors MPornaJ. 
Indication: 
Sponsor: Novartis Pharmaceuticals Corporation 
Address: 

Date Designated: 8/24/1998 
59 Route 10 Market Approval Date: 1 l/25/1998 
East Hanover NJ 07936-1080 

--------------------------I----------------------------------------~--------*----~---------------------~ ----------i--i------i-i--------.---,---------------------~~- 

Generic Octreotide Trade Sandostatin LAR 
Name: Name: 
Designated 
Indication: 

Treatment of severe diarrhea andflushing associated with malignant carcinoid tumors. 

Sponsor: Novartis Pharmaceuticals Corporation 8/24/1998 
Address : 59 Route 10’ 

Date Designated: 
Market Approval Date: 1 l/25/1998 

East Hanover NJ 07936-1080 

-----------------------------------------------------------------------~--------------~-----------------------------~---~--~-~-------~--------~--------------- 
Generic Ofloxacin Trade 
Name: 

Ocuflox Ophthalmic Solution 
Name: 

Designated Treatment of bacterial cornea1 ulcers. 
Indication: 
Sponsor: Allergan, Inc. Date Designated: 4/18/1991 
Address: 2525 Dupont Drive Market ‘Approval Date: 5/22/1996 

P.O. Box 19534 
Irvine CA 92713 



Trade 
Name: 

NONE ASSIGNED Generic oglufanide disodium 
Name: 
Designated Treatment of ovarian cancer 
Indication: 
Sponsor: cytran, Inc. Date Designated: 9/24/200 1 
Address: 10230 NE Points Dr., NE 

Suite 530 
Market Approval Date: Not currently Approved 

Kirkland WA 98033-7869 
---------------------------------------------------------------------.---------------~~“---~---~~-~-~~~~ ‘_‘ m--w i--iii--“i;-~ci--:,--~-~~-~~~~~--i---, 

Generic OM 401 Trade 
Name: 

Drepanol 
Name: 

Designated Prophylactic treatment of sickle cell disease. 
Indication: 
Sponsor: Omex International, Inc. 10/24/1991 
Address: 600 1 Savoy, Suite 110 

Date Designated: 

Houston TX 77036 
Market Approval Date: Not currently Approved 

----------------------------------------------------------------------------~--------~--~-----.----“~---~.---~~---~--~--------~----~--------~--------~-~-------- 
Generic Omega-3 (n-3) polyunsaturated fatty &d with all d&SIG” Trade”‘ NONl? ASSiGNl% ’ 
Name: bonds in the cis configuration Name: 
Designated Prevention of organ graft rejection. 
Indication: 
Sponsor: Research Triangle Pharmaceuticals Date Designated: 1 l/22/1995 
Address: 4364 South Alston Avenue Market Approval Date: 

Durham NC 277 13 
Not currently Approved 

--““‘-“-“““-“““‘“----*-----------------------------------------~--~----------~-.~---~.--.-~~---~-~-~-~--~-~--~----~-*~--~------~----~~--.----~~--~--~-~- 
Generic Omega-3 (n-3) polyunsaturated fatty acids Trade Omacor 
Name: Name: 
Designated Treatment of IgA nephropathy. 
Indication: 
Sponsor: Pronova B&are, AS 
Address: PO Box 420 

Date Designated: 5/4/2000 
Market Approval Date: 

1327 Lysaker 
Not currently Approved 

Norway 
----------------------------------------------------------.----~--------~--~-“--~--------~--~~--~-~ -_-_ ̂-~-i;-i-;-‘-i---;-i~~ -.-___- i __I__- j;;;,~-*-;_,-ir---ii- 

Generic Oncorad 0~103 Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of ovarian cancer. 
Indication: 
Sponsor: Cytogen Corporation 
Address: 600 College Road East 

Date Designated: 4/24/l 990 

Princeton NJ 08540 
Market Approval Date: Not currently Approved 
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Generic Oprelvekin Trade 
Name: Name: 
Designated Prevention of severe chemotherapy-induced thrombocytopenia. 
Indication: 
Sponsor: Genetics Institute, Inc. 
Address: 87 Cambridge Park Drive 

Cambridge MA 02 140 

Neumega 

Date Designated: 12/17/1996 
Market Approval Date: 1 l/25/1997 

Generic Oxaliplatin 
Name: 
Designated Treatment of ovarian cancer. 
Indication: 
Sponsor: Debio Pharm S.A. Date Designated: 10/6/1992 
Address: Rue des Terreaux 17 Market Approval Date: Not currently Approved 

CH-1000 
Lausanne 9 Switzerland CH 

----------I---------------------------------------------*----------------~-~---~-~---------.------~--~-~~~~~---~~----~~------~--~~~----~-----~-~--~-~-~-----~-~-- 
Generic Oxandrolone Trade Oxandrin 
Name: Name: 
Designated Treatment ofpatients with Duchenne’s muscular dystrophy and Becker’s muscular dystiophy. 
Indication: 
Sponsor: Bio-Technology General Corp. 
Address: 70 Wood Avenue South 

Iselin NJ 08830 

Date Designated: 
Market Approval Date: 

412211997 
Not currently Approved 

--------- --------- --------------------------------------L ______ --i~;---~-l-:i-----ii-r----~~-‘~-~~~-~~-~---~-’---~- 

Generic Oxandrolone Trade Oxandrin 
Name: Name: 
Designated Adjunctive therapy for AIDS patients suff&ing from HIV-wasting syndrome. 
Indication: 
Sponsor: Bio-Technology General Corp. Date Designated: g/6/199 1 
Address: 70 Wood Avenue, South Market Approval Date: Not currently Approved 

Iselin NJ 08830 

-------------------------------------------------------~---~-----------------------------------------~----~--~--------~-~----~--------------~~---------------“’ 

Generic Oxybate Trade Xyrem 
Name: Name: 
Designated Treatment of narcoiepq. 
Indication: 
Sponsor: Orphan Medical, Inc. Date Designated: 1 l/7/1994 
Address: 13 9 11 Ridgedale Drive Market Approval Date: Not currently Approved 

Suite 250 
Minnetonka MN 55305 

-----------------------i------------I--------------------------------~------------~-.~-~-~~~--~-~-----------~~--~~---~-~~-~-~”-~-~--~ _--- ii----i-~~ii-----‘~;- 
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Generic Oxymorphone Trade 
Name: 

Numorphan H.P. 
Name: 

Designated For relief of severe intractabl’e pain in narcotic-tolerant patients. 
Indication: 
Sponsor: DuPont Merck Pharmaceutical Company Date Designated: 3/19/1985 
Address: P.O. Box 80027 Market Approval Date: 

Wilmington DE 19880 
Not currently Approved 

-----------------I-----------------------------~--------------~-------~----~~-------------~--~-~~~~-~~~~-~~-~--~-~--~-~-~--~--~-~---~-~--------~~-- “. ,i ^_‘_” I I* . 
., 

Generic Oxypurinol Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of hyperuricemia in patients intolerant to aliopurinol. 
Indication: 
Sponsor: ILEX Oncology, Inc. Date Designated: 1 l/9/1998 
Address: 4545 Horizon Hill Blvd. Market Approval Date: Not currently Approved 

San Antonio TX 78229-2263 

-----------------------------------------------------~-~--------~--~-~-~~-~-~------~----~-~------~--~~~~---~---~---~-~~~~~---------~--~~-~-~~~-~-~~-----~- 
Generic pl-(uridine S-)-p4-(2’-deoxycytidine S-) tetraphosphate, Trade’ 

NomASSIGm ,, I. 

Name: tetrasodium salt Name: 
Designated For the treatment of cysticj2brosis 
Indication: 
Sponsor: Inspire Pharmaceuticals, Inc. Date Designated: 3/7/200 1 
Address: 4222 Emperor Blvd. Market Approval Date: Not currently Approved 

Suite 470 
Durham NC 27703 

----------1-------1---------------- ____ ----------------h--i--------- -____ ii,.,,,d--i -___-- ~~--L;~~iiiri:ii-ii;-‘-=--~-~~~-~~,-~~~.,--~~~~~-~---~~--~~-~~~--~~-~-- 
Generic Paclitaxel Trade Taxol 
Name: Name: 
Designated Treatment ofAIDS-related Kaposi’s sarcoma. 
Indication: 
Sponsor: Bristol-Myers Squibb Pharmaceutical Date Designated: 312511997 
Address: 5 Research Parkway Market Approval Date: 8/4/1997 

P.O. Box 5100 
Wallingford CT 06492-7660 

-es--- -~----~-~~~~~-- --m---m- ____-_--__- -__ __I i---o-i- _-__ i,i-;i;i-.-;s,-;,r,;-~~~--~-.~~-~~~~~~~~-:~~’~~~~~,~-,-~-~~~-~~~-,-~~~~~~-~~~~~~~--,~~~~~~~~~, 1 1 i *;,- f’ . 
Generic Paclitaxel Trade Paxene 
Name: Name: 
Designated Treatment ofAIDS-related Kaposi’s sarcoma. 
Indication: 
Sponsor: Baker Norton Pharmaceuticals, Inc. 

4400 Biscayite Boulevard 
Date Designated: 4/15/1997 

Address: Market Approval Date: Not currently Approved 
Miami FL 33137 



Generic Papain, trypsin, and cbymotrypsin 
Name: 
Designated Treatment of multiple myeloma. 
Indication: 
Sponsor: Marlyn Nutraceuticals, Inc. 
Address: 14851 N. Scottsdale Rd. 

Scottsdale AZ 85254 

Trade 
Name: 

Wobe-Mugos 

Date Designated: 12/21/1998 
Market Approval Date: Not currently Approved 

-me- ------I----- -w-w me.- ““--‘“-----b’- -_-__ i __-- -ii-rriii--;-i~j~~~~-~~~~~--iY-)--- ~,.̂ Si;~~~~~.~~~~~~~~~~~ a,:.. 1,se h.. , I-*, i*,s-*~, ,~ 
h----w--lw smmm-m- ,,::,‘;,,,A.&&;- 

Generic Parovirus B19 (recombinant VP1 and VP2; S.fkugiperda Tra& MElX44‘r” .- ~ ‘” .* -‘” 
_. ., ,. 

Name: cells) vaccine Name: 
Designated Prevention of transient aplastic crisis in patients with sickle cell anemia. 
Indication: 
Sponsor: MedImmune, Inc. Date Designated: 51711999 
Address: 35 West Watkins Mill Rd. Market Approval Date: Not currently Approved 

Gaithersburg MD 20878 

Designated Treatment ofpatulous eustachian tube. 
Indication: 

Sponsor: 
Address: 

Ear Foundation 
2420 Castillo Street, Suite 100 
Santa Barbara CA 93105 

Date Designated: x.I 
Market Approval Date: 

211811997 
Not currently Approved 

Generic PEGglucocerebrosidase 
Name: 
Designated For use as chronic enzyme replacement therapy in patients with Gaucher’s disease who are defkient in 
Indication: glucocerebrosidase. 
Sponsor: National Ins@tute of Mental Health, NIH Date Designated: 12190992 
Address: 49 Convent Dr. MSC4405 Market Approval Date: Not currently Approved 

Bldg. 49, Room BlEE16 
Bethesda MD 20892-440.5 

--------------------------I-------------------------------~-~------.-.-------------------~-----~~---------------------~~-~-~---~-~~~~--~--~-~~--~~-~---------~~~~--- 
Generic PEGinterleukin-2 Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment ofprimary immunodeficiencies associated with T-cell defects. 
Indication: 
Sponsor: Chiron Corporation Date Designated: 2/l/1990 
Address: 4560 Horton Street Market Approval Date: Not currently Approved 

Emeryville CA 94608 
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Generic Pegademase bovine Trade Adagen 
Name: Name: 
Designated 
Indication: 

For enzyme replacement therapy for ADA deficiency in patients with severe combined immunode$ciency, 

Sponsor: Enzon, Inc. Date Designated: 512911984 
Address: 20 Kingsbridge Road Market Approval Date: 3/21/1990 

Piscataway NJ 08854 

------m-----mm---- e-we--- ---m-e-*---- _-_- -------;-.-P-;--i,;--~--~.~-~~-.~~~~-~~~--~~~~-~--~~~~-~~~~~~~~~~-~-~~-*~~---~~~~-,~~-.-~-~-~~-~-~---~~---~~ ____ 

Generic Pegaspargase Trade Oncaspar 
Name: Name: 
Designated Treatment of acute lymphocytic leukemia. 
Indication: 
Sponsor: Enzon, Inc. Date Designated: 10/20/1989 
Address: 20 Kingsbridge Road Market Approval Date: 2/l/1994 

Piscataway NJ 08854 

Generic Peginterferon alfa-2a 
Name: 
Designated Treatment of chronic myelogenous letikemia. 
Indication: 
Sponsor: Hoffman-La Roche Inc. 
Address: 340 Kingsland St. 

Nutley NJ 07 1 lo- 1199 

Trade 
Name: 

PEGASYS 

Date Designated: 913011999 
Market Approval Date: Not currently Approved 

--------------------------------------------------“--~--------------~--~~-------~---~~~---~-~--~~--~-~--~-~~~-----~--~-~~~-~~~~-~~-~~-.-~--~--~-~~------~~-~ 
Generic Peginterferon alfa-2a Trade PEGASYS 
Name: Name: 
Designated Treatment of renal cell carcinoma. 
Indication: 
Sponsor: Hoffman-La Roche Inc. Date Designated: 7/13/1998 
Address: 340 Kingsland St. Market Approval Date: Not currently Approved 

Nutley NJ 07110-l 199 

-mm ----- - ------------ ---------------------------------~--------*-----------~~------.~--~~-~~~~--,~-~-~-~~~-~~~--~-”-~-~~~-~-~~-~~--~~~-~~~~-~~-~--”~~~~---~-~-~~- 

Generic Pegvisomant Trade Somavert 
Name: Name: 
Designated Treatment of acromegaly. 
Indication: 
Sponsor: Sensus Corporation Date Designated: 6/24/l 997 
Address: Suite 430, Market Approval Date: Not currently Approved 

98 San Jacinto Boulevard 
Austin TX 7870 1 

-~-~~~~-~~~~~--~-- --a -_-_ -- ---_- --r---------------------i-i-----~~- -_____ c;i;i--i-~~--i--l-~~~~~~~~~-~--;i:--ii-~----~--~-- 
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Generic Pegylated arginine deiminase 
Name: 
Designated Treatment bf invasive malignant melckoma. 
Indication: 
Sponsor: Phoenix Pharmacologics, Inc. 
Address: 115 John Robert Thomas Dr. 

Exton PA 19341 

Trade Melanocid 
Name: 

Date Designated: 411211999 
Market Approval Date: Not currently Approved 

Generic Pegyiated arginine deiminase 
Name: 
Designated Treatment of hepatocellular carcinoma. 
Indication: 
Sponsor: Phoenix Pharmacologics, Inc. ‘ 
Address: 115 John Robert Thomas Dr. 

Exton PA 19341 

Name: 

Date Designated: 3/26/1999 
Market Approval Date: Not currently Approved 

‘---““‘-“““‘---------I-----------------------------~---.~~-~~~~-~~~~~~~~---~~ _-___ i--;--~--i-i9-L~~-~~““.’ -----, ;~=~~-;““~~~-~,~~~~“-,S,L-,--‘~--~--~-~--~--!~-- 

Generic Pegylated recbmbinant human megak&yocyte growth and Trade 
Name: development f&or 

MBGAGEN 
Name: 

Designated 
Indication: 

For reducing the period of thrombocytopenia in patients undergoing hematopoietic stem cell transplantation. 

Sponsor: Amgen, Inc. 
Address: One Amgen Center Dr. 

Date Designated: 10/20/1997 

Thousand Oaks CA 91320-1789 
Market Approval Date: Not currently Approved 

----me -m---w -------------I--_-_-____________________-- L- --__- i;;--“-a;~~‘-i;;,.,i,~--~-~-~~-~~~-~~~~-~~~~~-~.~~~~~~~~-,~-~~~~~--~~~~-,~-~~~~-~~~~ _________ ,;‘,, 
Generic Peldesine Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated Treatment of cutaneous T-cell lymphoma. 
Indication: 
Sponsor: BioCryst Pharmaceuticals, Inc. 10/5/1993 
Address: 2190 Parkway Lake Drive 

Date Designated: 

Birmingham AL 3 5244 
Market Approval Date: Not currently Approved 

------------------I-_____l_____l________----- ----- ii------- ____- r--i -__--; -___ ,-iii -___.- i--;;-.-;ir,i,L,;-~~~~~~~~~~~-~~-~~~~-~-~~--~-~~-~--~~~--~-~~-~~~~~~ 

Generic pemetrexed disodium Trade Alimta 
Name: Name: -’ 
Designated Treatment of malignant pleural mesothelioma 
Indication: 
Sponsor: Eli Lilly and Company 
Address: Lilly Corporate Center 

Indianapolis IN 46285 

Date Designated: 
Market Approval Date: 

81281200 1 
Not currently Approved 
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Genetic Pentamidine isetbionate Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of Pneumocystis carinii pneumonia. 
Indication: 
Sponsor: Aventis Behring L.L.C. Date Designated: 10/29/1984 
Address: 1020 First Avenue Market Approval Date: 

PO Box 61501 
Not currently Approved 

King of Prussia PA 194060901 
-------------.----------i-------------- -------l--r-i--- ~~~~~~;2~~-~~~~~~~~~~~~~~~~;~~~.-~~.~~~~~~~~~~~~~~.-~~-“~-~~~--~ - ‘. ,il ’ “‘_‘. ‘_ j’*‘--- 

Generic Pentamidine isetbionate Trade Nebupent 
Name: Name: 
Designated 
Indication: 

Prevention of Pneumocystis carinii pneumonia in patients at high risk of developing this disease. 

Sponsor: Fujisawa USA, Inc. Date Designated: l/12/1988 
Address: 3 Parkway North Center Market Approval Date: 6/15/1989 

Deerfield IL 60015 

-----------------------------------------------------------------~ ---__-___--___ --i.;,,,-,‘-~-,-:,,;,L,,;i; -1-L u;~~~,,~-,~;;ii;~;;T;-‘;i;- -, -* “;&ii;;,; ‘,‘” 

Generic Pentamidine isetbionate Trade Pentam 300 
Name: Name: 
Designated Treatment of Pneumocystis carinii pneumonia. 
Indication: 
Sponsor: Fujisawa USA, Inc. 
Address: 3 Parkway North Center 

Deerfield IL 600 15 

Date Designated: 2/28/1984 
Market Approval Date: 10/16/1984 

Designated Prevention of Pneumocystis carinii pneumonia in patients at high risk of developing this disease. 
Indication: 
Sponsor: Fisons Corporation Date Designated: 10/5/1987 
Address: 755 Jefferson Rd., P.O. Box 1710 Market Approval Date: Not currently Approved 

Rochester NY 14603 

--..- ------ I--------------i------- -__-_- ------i---i----;-i--~--~.-~--~-~~~~--~~~~~---~~-~---~-~~~---~~--~-~-~~~~~-~--~~-~-~-~~--~~~--~~-,~-~-~-~~--~-~ -__-_ -i--i-;- 
Generic Pentastarcb Trade Pentaspan 
Name: Name: 
Designated As an adjunct in leukapheresis to improve the harvesting and increase the yield of leukocytes by centrifugal means. 
Indication: 
Sponsor: Du Pont Pharmaceuticals 8/28/1985 
Address: E.I. Du Pont De Nemours & Co. 

Date Designated: 
Market Approval Date: 5/19/1987 

WilmingtonDE 19898 



Generic Pentosan polysulfate sodium 
Name: 
Designated Treatment of interstitial cystitis. 
Indication: 
Sponsor: Alza Corporation 
Address: 950 Page Mill Rd. 

PO Box 10950 
Palo Alto CA 94303-0802 

Trade 
Name: 

Elmiron 

Date Designated: 81711985 
Market Approval Date: 912611996 

------------------------.------------------------------------------------------------.~-~---~-----~~~~~-~~--~~~~~~~~~,-“.;’ 

Generic Pentostatin 
____ i;--~~~~~~~~~r~~~~;-,-~~~~,~-~~-~-, 

Trade 
Name: 

Nipent 
Name: 

Designated 
Indication: 

Treatment ofperipheral T-cell lymphomas. 

Sponsor: SuperGen, Inc. 
Address: 

Date Designated: 1 l/24/1999 
4 140 Dublin Blvd. 
Suite 200 

Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of cutaneous T-cell Iymphoma. 

SuperGen, Inc. 
4 140 Dublin Blvd. 
Suite 200 
Dublin CA 94568 

Date Designated: 
Market Approval Date: 

312711998 
Not currently Approved 

-----------------I-------------------- ------ - ------_- i---i---- ---_-__ i--.--;i--ii _______ ‘~ii~,---i-:Ti---i ___-_-_._ i;;‘-i-ii,i~‘~~~,;;l,;,,;;;m*,,‘-,,,i,,;-~~- 

Generic Pentostatin Trade 
Name: 

Nipent 
Name: 

Designated 
Indication: 

Treatment ofpatients with chronic lymphocytic leukemia. 

Sponsor: SuperGen, Inc. 
Address: 4 140 Dublin Blvd. 

Date Designated: 1/29/~991 

Suite 200 
Market Approval Date: Not currently Approved 

Dublin CA 94568 
-“““--““““‘-------------------------------------~-.--~--~-~-----~~-~----~*-~~--~--~ -L-i‘;---i---‘iYi-~~-~-~-~-~-~~~~-~-~--~’__---_: --___---_ i--i-L--i--i--- 

Generic Pentostatin foi injection Trade 
Name: 

Nipent 
Name: 

Designated Treatment of hairy cell leukemia. 
Indication: 
Sponsor: SuperGen, Inc. Q/l Fill 0117 

Address: 4140 Diiblin’Blvd. 
Date I+sigw+A* 

Suite 200 
Market Appr 

Dublin CA 94568 

..I..+. 

.oval Date: 
/,I”,I,“, 

10/11/1991 



Generic Peflubron Generic Peflubron Trade Trade 
Name: Name: 

LiquiVent LiquiVent 
Name: Name: 

Designated Designated Treatment of acute respiratory distress disease (ARD,$I in adults Treatment of acute respiratory distress disease (ARD@ in adults 
Indication: Indication: 
Sponsor: Alliance Pharmaceutical Corp. Date Designated: 4/26/200 1 
Address: 3040 Science Park Road Market Approval Date: 

San Diego CA 92191 
Not currently Approved 

-----------------------------------ln iii&&Tm,*;p2i*&. ___ &~;,*>&~,&;&.~& -----------; L~~~;~--,L,“~,;Bi;;;‘- Ii .i:<&.,i.,‘_<I*_I? / i 
Generic Pergolide Trade Permax 
Name: Name: 
Designated Treatment of Tourette ‘s syndrome. 
Indication: 
Sponsor: Sallee, Ployd R. M.D., Ph.D. Date Designated: 11/20/1997 
Address: Medical University of South Carolina Market Approval Date: Not currently Approved 

17 1 Ashley Avenue, Room PH246 
Charleston SC 29425 

--------------------------i--------------------------------~--~-------------~~~~~-~-~~--~~~~~-~~~“^““~ --,--i.;‘i,=i;l;,-,;,,“;;*;,,‘,I’,,,,;;,-~-- 
Generic Phenylacetate Trade NONE ASSIGNED 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
For use as an adjunct to surgery, radiation therapy and chemotherapy for the treatment ofpatients with primary 
or recurrent malignant glioma. 

Elan Pharmaceutical Research Corp. Date Designated: 3/6/1998 
1300 Gould Dr. Market Approval Date: Not currently Approved 
Gainesville GA 30504 

-------------------------------------------------------------------~----------------~-----~~----~-~~--------~~--~~--~--~~~~~~~~~--~---~~-----~-~----------~~-~ 
Generic Phenylalanink ammonia-lyase Trade Phenylase 
Name: Name: 
Designated Treatment of hyperphenyialaninemia. 
Indication: 
Sponsor: Ibex Technologies, Inc. Date Designated: 3/8/1995 
Address: 5485 Pare Market Approval Date: Not currently Approved 

Montreal, Quebec 
Canada H4P’ lP7 CA 

------------------------------------------------------------~.~--------------~-~----------~~---.~~~---~~---~~--~-~----~~--~--.~~~~---~--~~-~~~~~~-~~~-----~-~-~~-- 
Generic Phenylbutyrate Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of acute promyelocytic leukemia. 
Indication: 
Sponsor: Elan Corporation Date Designated: l/19/2000 
Address: 1300 Gould Dr. Market Approval Date: Not currently ApRroved 

Gainesville GA 30504 



Generic Phosphocysteamine 
Name: 

Trade 
Name: 

NONE ASSIGNED 

Designated Treatment of cystinosis. 
Indication: 
Sponsor: Medea Research Laboratories 
Address: 

Date Designated: 9/12/1988 
Port Jeffersbn Business Center 
200 Wilson Street, Building D-6 

Market Approval Date: Not currently Approved 

Port Jeffersen NY 11776 
-w-m -------------“‘--L--I--‘---*-----------------------~--------.~~ ---. ;i--.J---L,-,;,,;n;,~ __-_ --;-;-*-‘__--- r-i-;;L,,~-.L,i-;;=~~-~---~~~-,~-~~~~~~~~~~-~~~~~~‘~-’ 

Generic physostigmine salicylate Trade 
Name: 

Antilirium 
Name: 

Designated Treatment of Friedreich’s and other inherited ataxias. 
Indication: 
Sponsor: Forest Pharmaceuticals, Inc. 
Address: 150 Past 58th Street 

Date Designated: l/16/1985 

New York NY 10155 
Market Approval Date: Not currently Approved 

-----------------1------* ---- ------ -----1__----1______ i---*-i-i _-_-i--i--i---i -___--_ ;-L,;ri,;i-,ci,,-~-~~~~.-~~-~-,~~~~~~~”-~~~~~-~~-.~~-.~-~~~~~-~~~~ ____ ;:~~- 

Generic Pilocarpine Trade 
Name: 

Salagen 
Name: 

Designated 
Indication: 

Treatment of xerostomia induced by radiation therapy for head and neck cancer. 

Sponsor: MGI Pharma, Inc. 9/24/1990 
Address: 6300 West Old Shakopee Rd. 

Date Designated: 
312211994 

Suite 110 
Market Approval Date: 

Bloomington MN 55438-2318 
----------I------------------------- ----- ---- ____I_ - ----__--_.---_____-- ;-rr------L __-_-___-_ ;--i---.-“-~-~~-iie--i.~~-.-~~~~~~--~ --___ -~--i-i-i-iii-ii--i---i ______ ---- 

Generic Pilocarpine HCl Trade 
Name: 

Salagen 
Name: 

Designated 
Indication: 

Treatment of xerostomia and keratoconjunctivitis sicca in Sjogren ‘s syndrome patients. 

Sponsor: MGI Pharma, Inc. 
Address: 6300 West Old Shakopee Rd. 

Date Designated: 2/28/1992 

Suite 110 
Market Approval Date: 2/11/1998 

Bloomington MN 55438-23 18 
-----------------------------------------------------*--~------------~--~--~----~-~--~~~~~~~~~-~-, ---;-i~~~-;-~~*‘“;-~~~~~~~~-~-~-~-~-,~~~---~ --_I_- 2&-r,, + 

Generic Piracetam Trade 
Name: 

Nootropil 
Name: 

Designated Treatment of myoclonus. 
Indication: 
Sponsor: UCB Pharma, Inc. 
Address: 1950 Lake Park Drive 

Smyrna GA 30080 

Date Designated: 
Market Approval Date: 

10/2/1987 
Not currently Approved 

132 



Generic Polifeprosan 20 with carmustine 
Name: 

Trade Gliadel 

Designated Treatment of malignant glioma. 
Indication: 

Name: 

Sponsor: Guilford Pharmaceuticals, Inc. 
Address: 66 11 Tributary Street 

Date Designated: 12/13/1989 

Baltimore MD 21224 
Market Approval Date: 912311996 

Designated Treatment of vasospasm in subarachnoid hemorrhage patients foliowing surgical repair of a ruptured cerebral 
Indication: aneurysm. 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of sickle cell crisis. 

CytRx Corporation 
154 Technology Parkway 
Norcross GA 30092 

Date Designated: 
Market Approval Date: 

6/27/1989 
Not currently Approved 

Sponsor: CytRz Corporation 
Address: 

Date Designated: a/5/1997 
154 Technology Parkway 
Norcross GA 30092 

Market Approval Date: Not currently Approved 

- ---- ~~~~--~~~-~~~-~~~~--I________ ____ --_ __--__-___---_--___- i--;--~-i--~i-ri-~ii-ii-ii ____ r,ii;;t,,~,;;,,;-i,-~~,~--;S;;i,i ---~,~--,,-L,s,l=~;;r;c;ii----C-’i- 

Generic Poloxamer 188 Trade Florcor 
Name: Name: 
Designated 
Indication: 

Treatment of severe burns requiring hospitalization. 

Sponsor: CytRx Corporation Date Designated: 2/22/1990 
Address: 154 Technology Parkway 

Norcross GA 30092 
Market Approval Date: Not currently Approved 

----------I------I------l-----------~-- --I-- - ----_-_ i--i- -___-- -i--i ---- i’-_-_ iY -__. i --__ -i ___--- ----i-iici,~-i-i~‘~-~~-~ ___-- i ---___---_ ;;-~---,;;,,;;,,;zl~~~, I _ ‘” . . *, c .-.. i 
Generic Poloxamer 331 Trade Protox 
Name: Name: 
Designated 
Indication: 

Initial therapy of toxoplasmosis in patients with AIDS. 

Sponsor: CytRx Corporation 
Address: 154 Technology Parkway 

Date Designated: 3/21/1991 

Norcross GA 30092 
Market Approval Date: Not currently Approved 
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Generic Poly I: poly C12U Trade 
Name: 

Ampligen 
Name: 

Designated Treatment ofAIDS. 
Indication: 
Sponsor: Hemispherx Biopharma, Inc. Date Designated: 7/19/1988 
Address: One Penn Center 

1617 JPK Bbulevard 
Mzirket Approval Date: Not currently Approved 

Philadelphia PA 19 103 
-----------------------------------------------------------------------------------------------~---~-----------------~-----~-----~--~-------------------- 

Generic Pdy I: poly C12U Trade 
Name: 

Ampligen 
Name: 

Designated Treatment of chronic fatigue syndrome. 
Indication: 
Sponsor: Hemispherx Biopharma, Inc. Date Designated: 121911993 
Address: One Penn Center Market Approval Date: 

16 17 JFK Boulevard 
Not currently Approved 

Philadelphia PA 19103 
-----------------------~-----------------------------------------------------------------.-.------------------------------------~--------------------------------- 

Generic Poly I: poly C12U Trade Ampligen 
Name: Name: 

Designated 
Indication: 
Sponsor: 
Address: 

Treatment of invasive metastatic melanoma (stage IIb, III, Iy). 

Hemispherx Biopharma, Inc. 
One Penn Center 
16 17 IPK Boulevard 
PhiladelphiaPA 19103 

Date Designated: 12/9/1993 
Market Approval Date: Not currently Approved 

--------------------______l______l______----------------------------------------------------------------------------------------------------------------------- 

Generic Poly I: poly C12U Trade 
Name: 

Ampligen 
Name: 

Designated Treatment of renal cell carcinoma. 
Indication: 
Sponsor: Hemispherx ‘Biopharma, Inc. Date Designated: 5/20/1991 
Address: One Penn Center Market Approval Date: 

1617 JPK Boulevard 
Not currently Approved 

Philadelphia PA 19 103 
------------------------I---------------------------------------------------------------.--------*----~-------~~--------------~------------~------------------ 

Generic Poly-ICLC Trade’ NONE ASSIGNED 
Name: Name: 
Designated Treatment ofprimary brain tumors, 
Indication: 
Sponsor: Salazar, Andres M. M.D. and Levy, Hilton B. Date Designated: 3/17/1997 
Address: 3202 Cleveland Avenue N.W. _ Market Approval Date: 

Washington DC 20008 
Not currently Approved 



Generic Polyethylene glycol (PEG)-uricase Trade -. NONE IZSSIGNBD’ 
Name: Name: 
Designated To control the clinical consequences of hyperuricemia in patients with severe gout in whom conventional therapy is 
Indication: contraindicated or has been ineflective. 
Sponsor: Bio-Technology General Corporation Date Designated: 2/21/2001 
Address: 70 Wood Avenue South Market Approval Date: Not currently Approved 

Iselin NJ 08830 

---------------------------------------------------~----------------------------------.-------------------.------------~~~-.-----~---“-~-~---~~-------~--- 
Generic Polyethylene glycol-modified uricase Trade Zurase 
Name: Name: 
Designated Prophylaxis of hyperuricemia in cancer patients prone to develop tumor &sis syndrome during chemotherapy. 
Indication: 
Sponsor: Phoenix Pharmacologics, Inc. Date Designated: 911411999 
Address: 115 John Robert Thomas Dr. Market ‘Approval ‘Date: Not currently Approved 

Exton PA 19341 

_-__-____-__-_-c_-_______________I______------------------------------------------------.--.------------------------------------------------------.------------ 

Generic Polyethylene glycol-modified uricase Trade Zurase 
Name: Name: 
Designated Treatment of tumor lysis syndrome in cancer patients undergoing chemotherapy. 
Indication: 
Sponsor: Phoenix Pharmacologics, Inc. Date Designated: 12/21/1998 
Address: 115 John Robert Thomas Dr. Market Approval bati: Not currently Approved 

Exton PA 19341 

-_-----_--___-_r----------------------------------------------.------------------------...---------------------~-------~-~~~~---------------------~---------- 
Generic Polymeric oxygen Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of sickle ceil anemia. 
Indication: 
Sponsor: Capmed USA Date Designated: 312511992 
Address: P.O. Box 14 Market Approval Date: Not currently Approved 

Bryn Mawr PA 19010 

-------------------------ir--------------------------------------~--------------------------------.~---------------------.---.---.------------------------ 
Generic Porcine fetal neural dopaminergic cells and/or Trade NeuroCell-PD 
Name: precursors aseptically prepared and coated with Name: 

anti-MAC-1 Ab for intracd~~ral-iin~~~tat~~n 
Designated Treatment of Hoehn and Yuhr stage 4 and 5 Parkinson’s disease. 
Indication: 
Sponsor: Diacrin, Inc. Date Designated: 12/17/1996 
Address: One Kendall Square Market Approval Date: Not currently Approved 

Cambridge MA 02139-1562 



Generic Porcine fetal neural dopaminergic cells and/or Trade 
Name: precursors aseptically prepared for intracerebral Name: 
Designated 
Indication: 

Treatment of Hoehn and Yahi stage ;i and-3 Parkinson’s disease. 

NeuroCell-PD 

Sponsor: Diacrin, Inc. 
Address: 

Date Designated: 1211711996 
One Kendall Square 
Cambridge MA 02139-1562 

Market Approval Date: Not currently Approved 

“““““-““--------“----------------------~--~=-*-------~-~--~~-~~~--~~~-~~~~~~, -i~~~~~--~~-,~~~L,~~~~-~~~,~-~~~-.~~~-~~~~~~-~-~~~~~-~~-~-~~~~~~-~- ’ 

Generic 
Name: 

Porcine fetal neural gabaergic cells and/or precursors Trade 
aseptically piepared and coated with anti-MHC-1 Ab for 

NeuroCell-HD 
Name: 

intracerebral implantation 
Designated Treatment of Huntington’s disease. 
Indication: 
Sponsor: Diacrin, Inc. 12/10/1996 
Address: One Kendall Square 

Date Designated: 

Cambridge h&4 02129-1562 
Market Approval Date: . Not currently Approved 

-------------------------i---------------~~--------------~-*------------~---------~--------~~--~---~ -ii;i;/-;;-;-‘---ii;-,,L--,~--~--~~~~~-’--~--~~~*~~--~ _I_-- da;- 

Generic Porcine fetal neural gabaergid Cells aUorprecnrsors Trade NeuroCell-HD 
Name: aseptically prepared for intracerebral implantation for Name: 

Huntington’s disease. 
Designated Treafment hf Huntington’s disease. 
Indication: 
Sponsor: Diacrin, Inc. 12/10/1996 
Address: One Kendall Square 

Date Designated: 

Cambridge MA 02139-1562 
Market Approval Date: Not currently Approved 

----------------------‘----“I----I---------------------.--~-..------~-~~--~-.--~-~-~~-.-~-----~-~---~~~-~~~----~~-~-~~---~- -Li-i-.r”,,i--i~-,‘-,;i-ir--i-;iT--.-- 

Generic Porcine Sertoli cells aseptically prepared for Trade N-Graft 
Name: intracerebral co-implantation with fetal neural tissue Name: 
Designated Treatment of Hoehn and Yahr stage four andfive Parkinson’s disease. 
Indication: 
Sponsor: Titan Pharmaceuticals, Inc. 
Address: Post Office Plaza 

Date Designated: 6/24/1997 

50 Division Street, Suite 503 
Market Approval Date: Not currently Approved 

Somerville NJ 08876 
---v----------------------i-------- ---- ----- -_-- ---------3-i- ------ -----r,,ri.--,,-;--*~-~~*~~-----.-~-~--’~-~--.---~~*--~--~~~~~--~~-~------~~---;--~ _-__- ~.,.-c-;;-, 

Generic porfimer Trade Photofrin 
Name: Name: 
Designated For the ablhtion of High-Grade Dyspiasia in Barrett’s Esophagus in patients who are not considered to be 
Indication: candidatesfor esophagectomy 
Sponsor: Axcan Scandipharm Inc. 10/19/2001 
Address: 22 Inverness Parkway 

Date Designated: 

Suite 310 
Market Approval Date: Not currently Approved 

Birmingham AL 3 5242 
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Generic Porfimer sodium Trade 
Name: 

Photofiin 
Name: 

Designated 
Indication: 

For thephotodynamic therapy ofpatients with transitional ceil carcinoma in situ of the urinary bladder. 

Sponsor: QLT Phototherapeutics, Inc. 
Address: 

Date Designated: 11/15/1989 
Lederle Laboratories 
40 1 North Middletown Road 

Market Approval Date: Not currently Approved 

Pearl River NY 10965 
---------------------------------ln----------------~ _____ & ___._ ---ii;-ii--i;i-~~-;-~-~~-~~-~---~-~~--,~~-~-~~~-~~~~~~~~~~~~~--~~~~~-~~~~~~-=-~~-.~~~~~~~~~-~~~~-~-, 

Generic Porfimer sodium Trade Photofiin 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
For the photodynamic therapy ofpatients with primary or recurrent obstructing (eitherpartially or completely) 
esophageal carcinoma. 

QLT Phototherapeutics, Inc. Date Designated: 61611989 
Lederle Laboratories Market Approval Date: 1212711995 
40 1 North Middletown Road 
Pearl River NY 10965 

--------------------______I ---- ---- ----_- --- ----__-_-----I_-_--_.----- r---i-c-ii---i. --____- iii‘-~-*--iiiiii-lr--~-~~~~-~~~~-~~,~~’~-~~-~--~---.~~~--~ ______ ‘-;-;---, ______ 

Generic Porfiromycin Trade Promycin 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment hf head and neck cancer. 
Name: 

Boehringer Ingelheim Pharmaceuticals, Inc. 
900 Ridgebury Road 
PO Box 368 

Date Designated: g/19/1995 
Market Approval Date: Not currently Approved 

Ridgefield CT 06877 
“““‘-“-“““‘“----------------------------------------------------~~-----.---~---~*~-*---~-~~---~~-~~~~--~~----~~-~-~-~-----~--~--~~--------~~~.----- 

Generic Porfiromycin Trade 
Name: 

Promycin 
Name: 

Designated Treatment of cervical cancer. 
Indication: 
Sponsor: Boehringer Ingelheim Pharmaceuticals, Inc. 30311997 
Address: 900 Ridgebury Road 

Date Designated: 

PO Box 368 
Market Approval Date: Not currently Approved 

Ridgefield CT 06877 
-------------------------I--------------------------------*------------------------------------~---~-~~~-~---~-----~---~--~-~~-~~~~---~----~~-~---~~~-~~~-~~- 

Generic Potassium citrate Trade Urocit-K 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
For avoidance of the complication of calcium stone formation inpatients with uric Iithiasis. 

University of Texas Health Science Center at 
5323 Harry Hines Blvd 
Dallas TX 75235 

Date Designated: 
Market Approval Date: 



Generic Potassium citrate Trade Urocit-K 
Name: Name: 
Designated Prevention of uric acid nephrolithiasis. 
Indication: 
Sponsor: University of Texas Health Science C&er.at . D&e‘*fie&na&l~ 1 l/1/1984 
Address: 5323 Harry Hines Boulevard Market Approval Date: S/30/1985 

Dallas TX 75235 

Sponsor: University of Texas Health Science Center at Date Designated: g/16/1985 
Address: 5323 Harry Hines Blvd Market Approval Date: 8/30/1985 

Dallas TX 75235 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
For use in combination with clindam$cin hydrochloi;ide‘in the tr&nent ofPneumocystis carinii pneumonia 
associated with AIDS. 
Sanofi Winthrop, Inc. Date Designated: 712311993 
90 Park Avenue Market Approval Date: Not currently Approved 
New York NY 10016 

(, 

-_-----_-______--_--_____l_______l_____- ---r-----.----i-------;----;- -_-___ --h-ri-r--~- î-jCi-~.-.,~~-~-~~~-~--~-~-~---~-~--~~~-~~--~ ____ ;-i-i-“,-~~;-;;--;‘;L ,’ 

Generic Progesterone Trade NONE ASSIGNED 
Name: Name: 
Designated Establishment and maintenance ofpregnancy in women undergoing in vitro fertilization or embryo transfer 
Indication: procedures. 
Sponsor: Watson Laboratories, Inc. Date Designated: 12/22/1994 
Address: 3 11 Bonnie Circle Market Approval Date: Not currently Approved 

Corona CA 91720 

~-~--~--~~~--~~~--I *-m-m- ---_ I --__-_--_______-_________ &-m&&--l ___- i;;-;-Lii,;;;i,r’,s;,zViii-iC;;s..’--;-”~~~-~~,~~~~~~~~-,~~-~~~~~~,~~-~~~~-~~~~~~~~~~~~~~~~~~-~~--~ j’ ,-,&“~~%L&, 
Generic Prostaglaudin El enol ester (AS-013) Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of Fontaine Stage IV chronic critical limb ischemia. 
Indication: 
Sponsor: Welfide International Corporation 

5555 Valley Boulevard 
Date Designated: 6/12/1998 

Address: - M&ket Approval Date: Not currently Approved 
Los Angeles CA 90032 
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Generic Protein C concentrate 
Name: 

Trade 
Name: 

Protein C Concentrate (human) Vapor Heated, 
IlllElllIlO 

Designated 
Indication: 

For replacement therapy in congenikl protein C dejkiency for the prevention ‘and treatment of thrombosis, 
pulmonary emboli, and purpura firlminans. 

Sponsor: Baxter Heal&are Corporation 
Address: Hyland Division (Baxter Hyland) 

Date Designated: 612311992 

550 North Brand Blvd. 
Market Approval Date: Not currently Approved 

Glendale CA 91203 
--___---_----__-_---______I_____ 

Generic Protein C codcentratl- I I(ILIcI 
Name: 

~I”IcII 
Name: 

Designated 
Indication: 

For replacement therapy in patients with congenital or acquired protein C deficiency for the prevention and 
treatment of warfarin-induced skin necrosis during oral anticoagulation. 

Sponsor: 
Address: 

Immuno Clinical Research Corp. Date Designated: 611911992 
750 Lexington Avenue, 19th Floor 
New York NY 10022 

, Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
For the treatment andprevention of respiratory distress syndrome IpI premature infants. 

Dey Laboratories 
275 1 Napa Valley Corporate Drive 
Napa CA 94558 

Date Designated: 
Market Approval Date: 

a/2/1993 
Not currently Approved 

------------------I--------------------i ____ --,,~i;,i,,,,,i,ii,i-,-f~~~~;-iii.-5.’F‘ 
,-,,i;-~~~,Zi;i--.~--~-~~~~~~~~~-~-~~-~~-~~~~-’--~~~~~~~~’----~~~-----~-~-- 

Generic Purified extract of Pseudomonas aeruginosa Trade 
Name: 

ImmuDyn 
Name: 

Designated 
Indication: 

Treatment of immune thrombocytopenia purpura where it is required to increase platelet counts. 

Sponsor: DynaGen, Inc. 
Address: 

Date Designated: 912211997 
99 Erie Street 
Cambridge MA 02139 

Market Approval Date: Not currently Approved 

----------I- -----I-- ----- _------___---1_1-_--______ i ___--_- i--i-i;-i-l-;iiur,;,-~-~---~--~-~---~--~~~~-~~-~~~~,~~-~~-~~~--~~~~~.~~~~~~---~~-;~~~--~~~-~~-..~~.-,~-~ “- 
Generic Purified type II collagen Trade Colloral 
Name: Name: 
Designated 
Indication: 

Treatment ofjuveniie rheumatoid arthritis. 

Sponsor: AutoImmune, Inc. 
Address: 128 Spring Street 

Date Designated: 21911995 

Lexington MA 0242 1 
Market Approval Date: Not currently Approved 



Generic pVGLl(VEGF2) 
Name: 
Designated 
Indication: 

Treatment of thromboangiitis obliterans. 

Trade 
Name: 

NONE ASSIGIQED i “” ” 

Sponsor: Vascular Genetics, Inc. 
Address: 200 Westpark Corporate Center 

Date Designated: 1 l/9/1999 

4364 South Alston Ave. 
Market Approval Date: Not currently Approved 

Durham NC 27713-2280 
, >._ ----------I ---me -- ---- iL ------ A-,&,,--& ___- -,,~,-~.,ii~l~~-.~-,~i~~~~~~~--~~.~~~.~~~-~-~,~-,~~-~--~~~~-~~-~~~---,~~ i--- “~~~ _____ L,-;,,; _______; ___________-__--__ i,;i “*, r__ r/b i I (_ ,;., ..b,) 

Generic Pyruvate 
Name: 

Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of interstitial lung disease. 

Sponsor: Cellular Sciences, Inc 
Address: 

Date Designated: 2/21/2001 
84 park Avenue 
P.O. Box 968 

Market Approval Date: Not currently Approved 

Flemington NJ 08822 
-------------------------------------I- - ----__ - -_--_- i _--___--__-__-__-___------------- CL-~-i---i;---.=- __-__ ‘~i-‘-~ __-_ LL9,lil”,~~~-1-“,CLLL;;,,;,,,-‘____ ‘~ _____ -- 

Generic Radiolabeled monoclonal antibody to &Ii2*‘&tigeti dn T&de‘ 
Name: B-cells 

Lymphr;Ci-i>E 

Name: 
Designated 
Indication: 

Treatment of non-Hodgkin’s lymphoma. 

Sponsor: Immunomedics, Inc. 
Address: 

Date Designated: 7/13/1998 
300 American Rd. 
Morris Plairis NJ 07950 

Market Approval Date: Not currently Approved 

--____-I-_---_--_--- -b-i -__--__-__--_-I_L__-- ii ______ rii--;,,-;;,,i-2,,~--.~-~-~~~~-=~~~,~,*~.~~~~-~~~~~~~~-~~~~~~~~~,~-,~~~~~~--~~~~~~~~---~.-~-.~~~~~---~-~~--~~-~~~~~~- 
:, _ a i* 

I ;,_ 

Generic Recombinant bactericidal/permeabilit&increasing Trade 
Name: protein 

Neuprex 
Name: 

Designated Treatment of severe meningococcal disease. 
Indication: 
Sponsor: Xoma Corporation 
Address: 2910 Seventh Street 

Berkeley CA 94710 

Date Designated: 6/22/1998 
Market Approval Date: Not currently Approved 

-----------------------------------’--------------~--~~~-~-~-~-~~--~.~---~-~~ ____ i;--;---~~~,sL-~~~/~~~~~~~“~ 1 ‘\ 6 (d., 
--i--.-,~;“L,,;L~~~~~‘~~-,~-~~-~--~-~-~-~--~~~ -__- ,41,; 

Generic Recombinant $ycine%hbman glucagon-iike bedtide- Trade 
Name: 

‘NO& ASSIGNED ’ 
Name: 

Designated Treatment of short bowel syndrome. 
Indication: 
Sponsor: NPS Allelix Corp. 
Address: 

Date Designated: 6/29/2000 
68.50 Goreway Dr. 
Mississauga, Ontario 

Market Approval Date: Not currently Approved 

L4V lV7 Canada CA 
--------------------.------~---I,,,,,---~ __--- i,~-:,,,;,,;~-.-,,r ______ ‘-il,~~~;--; __i ;,;,i _.__________ i;---iii _________ c- 
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Generic 
Name: 

Recombinant human acid alpha-glucosidase Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of glycogen storage disease type II. 

Sponsor: Genzyme Corporation 
Address: 15 Pleasant ‘Street 

Date Designated: s/19/1997 

P.O. Box 9322 
Market Approval Date: Not currently Approved 

Framingham MA 0170X-9322 
._ (j\_j.?e I %_,. c( a+,.\ . n i --------------------1--i -------- - --_1_--.1-1__-_ iiiie -I_ i-i- _-______-___I---__ ;;;‘L;~~~~~;,~~~--~~~~-.~~~.~~~ _-_- ;-~~~,L,~-.,~~~;---~~~,~-~-~-,~-.--~---~ ____ , ,“,‘.iic.-‘,, 

Generic 
Name: 

recombinant human alpha 1-antitrypsin (rAAT) Trade NONE ASSIGNED 
Name: 

Designated Treatment of cysticfibrosis 
Indication: 
Sponsor: Arriva Pharmaceuticals, Inc. 
Address: 2020 Challenger Drive 

Alameda CA 94501 

Date Designated: 
Market Approval Date: 

1 l/20/200 1 
Not currently Approved 

------------‘-------------I-- -------------. --- --_-_ “-----~ _--_-__ -i-i- -___ i~iiir -___- i;~-;--;r,,~~,-,,;-~~--~-~~~~~-~-~-l-~~~-,-~~-~~---~~---~-,~~~-~~~~-.~--~---~-~~- 

Generic recombinant human alpha-l antitrypsin ” Trade ‘. NONE ASSIGNED’ 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of cystic fibrosis. 

PPL Therapeutics (Scotland) Limited . 
Roslin, Edinburgh 
EH25 9PP Scotland GB 

DateDesignated: 3/6/1998 
Market Approval Date: Not currently Approved 

----------I----~~--~--~~~& -_-----_ --_-- -I___-_ “------ii--iiij-ii--‘-ii--iii;---i ___ e,,,ii~,,,,-;lr;,,--,-~-~-~,~-~~~~-~~~~~~y **. ------- ;ii----~-:-;-;-i-;;i-,;r,,, ’ . II*. 
Generic . Tiad&,.. 

Name: 
recombinant human alpha-l antitry@& (rAXTj NGrjjE ASSIGNED 

Name: 
Designated To d&y progression of chronic nhotmrtilm n~lrn~nnm~ IT;cnn.-n morrl+i~n GA- A n T J-fi-:----. _-- - JJ -A- J 

Indication: emphysktia’ &d hionchiecta 
Sponsor: Baxter Healthcare Corporation 
Address: 

Date Designated: 8/28/200 1 
550 N. Brand Blvd. 
Glendale CA 91203 

Market Approval Date: Not currently Approved 

--------------------‘-‘--i---*-----------------~-------~-~-~~-----~-~~~--~~-~~-~-~~-~~~~~~~~~~--~-~-~~~~~~~.“, .< I _ 
__-_ i;?~~~-‘:;~-~,s;-~~-~-~~~-~-“~~-.~-~~-~~--,--~~~-~.~~~~ _ 

Generic Recombinant Human Alpha-Fetoprot& (rhAFP) Trade 
Name: 

NGNE ASSIGNED 
Name: 

Designated Treatment oymyasthenia gravis 
Indication: 
Sponsor: Atlantic Biopharmaceuticals, Inc. 
Address: 

Date Designated: 2/22/200 1 
50 Church Street 
5thfloor 

Market Approval Date: Not currently Approved 

Cambridge MA 02 138 
---------------------------------I---------------------~~ -i------i-r--i~~,ii,,1,,,12,-4---~.-~~-,~~~~~ V-s’ ( --------‘-;~:----“r,-;;,,--~~~~--~~-~--~--~---~~-“~-~--~,-~-~-~----~~ 
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Generic Recombinant human autithrombin IIt 
Name: 

Trade NONE ASSIGNED 
Name- 

Designated 
Indication: 

Treatment of antithrombin III dependent heparin resistance requirtng anticoagulation. 

Sponsor: AT III LLC 
Address: c/o Genzyme Corporation 

Date Designated: 41612000 

15 Pleasant St. Connector, P.O. Box 9322 
Market Approval Date: Not currently Approved 

Framin&am MA 01701 
---- - --__I--___-- b __----__-___I-_L___I_l____l__ ~i;iii~,--i;-,ii;,~.-,~~~,-~~~~~--~~~~~-”-~~~~~~--~,~~~~-~~~~~~~-~~-~~-‘~~~~~~~~~~~~~ ‘.‘.Y TC . . i _ .( 

Generic Recombinant human Cl-esterase inhihiiol’ “- 
---v-----m i2i: -___ ;---,L,,2-, 

T&& “- 
/I _._ _/LI / ~ I, _I.. j ., .I., 

Name: 
NONE ASSIGNED 

Name: 
Designated 
Indication: 

Treatment of (acute attacks ofl angioedema caused by hereditary or acquired Cl-esterase inhibitor deficiency. 

Sponsor: Pharming N.V. 
Address: Cipalstreet 3 

Date Designated: 212311999 

B-2440 Gee1 
Market Approval Date: Not currently Approved 

Belgium BE 
‘-““‘-“““““““‘-----------------~~~------~~-~~~---~~~-~~-~--~~-~~~~--~~~~~~-~~~~--~~~~~~~~-~~-~~-~-~~.~~.~-~~~~~~~~~~;~-~‘~ ----iL-L;i,,;l;,;~~----;i;,-ii---iiii-i.- 

Generic Recombinant human Cl-esterase inhibitor Trade NONE ASSIGNED 
Name: Name: 

Designated 
Indication: 
Sponsor: 
Address: 

Prophylactic treatment of angioedema caused by hereditary or acquired Cl-esterase inhibitor deficiency. 

Pharming N. V. 
Cipalstreet 3 
B-2440 Gee1 

Date Designated: 212311999 
Market Approval Date: Not currently Approved 

Belgium BE 
-““--““--““-‘-‘---r’----‘----------------~--------~-~~----~-------~~---~.~-~-~----~~-.--~-~-----~~~--~~--~-~---~----~“~~-~~~~~~~~-~-~-----~------~---- 

Generic Trade 
Name: 

Recombinant human CD4 immunoglobulin G NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment ofAIDS resulting from infection with HIV-I. 

Sponsor: Genentech, Inc. 
Address: 

Date Designated: s/30/1990 
460 Point San Bnmo Boulevard 
South San Francisco CA 94080 

Market Approval Date: Not currently Approved 

--me -------------1-1----------.--- ----_ - ---__ --- --_- *;ii--r,,,i”;,r;,i;;--~~~--~~-~~~~-~~-~-~ ._-. .-L,-;,;,;,;,,~,i,,~-,~--~~~~-‘~~-~~~---~~ ____-- L ______ --~- 
Generic 
Name: 

Recombinant kumah Clara Cell 1OkDi protein Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Prevention of neonatal bronchopulmonary dysplasia in premature neonates with respiratory distress syndrome. 

Sponsor: Claragen, Inc. 
Address: 

Date Designated: 711311998 
3 3 5 Paint Branch Drive 
College Park MD 20742 

Market Approval Date: Not currently Approved 
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Generic 
Name: 

recombinant human endostatin protein 

Designated Treatment of neuroendocrine tumors. 
Indication: 
Sponsor: EntreMed, Inc. 
Address: 9640 Medical Center Drive 

Rockville m 20850 

Trade NONE ASSIGNBD 
Name: 

Date Designated: 8/13/200 1 
Market Approval Date: Not currently Approved 

Sponsor: Biogen, Inc. 
Address: 14 Cambridge Center 

Cambridge MA 02 124 

Date Designated: l/12/1994 
Market Approval Date: Not currently Approved 

“‘----““-““‘-““‘-----------------------------------------~~---~~~~~-~~------~--~-~-~~~ I- .,/ ‘,. ,“4&: 
-r;Lii--L---” ___-- ;Ici,--:~ii;-““vi-,l:~~-,-~-~~--~ _---- ;,i-L--‘-’ 

Generic Recombinant human gelsolin Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of acute and chronic respiratory symptoms of bronchiectasis. 

Sponsor: Biogen, Inc. 
Address: 

Date Designated: 31611995 
14 Cambridge Center 
Cambridge MA 02 142 

Market Approval Date: Not currently Approved 

--__----------_---I-_____I______________--------- i -___ hiiiiUi-S-i;‘-ii -____ C’-~ri __-_._ ;-i:;;---;;I~~~~;~~~-~-~~-~~~-~~~-~~-.~~~~~~--~~-~~~~~--~~~-~~-~~‘~--~-~ _____ ,_ 
- 

Generic Recombinant human highly phbspliorilated acid Tearer” “. ,‘.Li , 

Name: alpha-glucosidase Name: 
Designated For enzyme replacement therapy in patients with all subtypes of glycogen storage disease type N (GSDII, Pompe 
Indication: Disease) 
Sponsor: Novazyme Pharmaceuticals, Inc. 
Address: 800 Research Parkway 

Date Designated: 9/20/2000 

Suite 200 
Market Approval Date: Not currently Approved 

Oklahoma City OK 73 104 ” 
_ 

-------------------------“----------”------------------~~-.----~~-~~~---~~-~~~~-~~----~~~~- ---j;,c--i-~~~L~~l;,c--i I--__-__ -i-r,,,i,;L,~-~;;-~~~--~ ________ -. )..(_#/., ~.; l-j-“.l,. _ ,...~ 
Generic Recombinant human insulin-like growth factor-I Trade PV802 
Name: Name: 
Designated 
Indication: 

Treatment of short-bowel syndrome as a result of resection of the small bowel or as a result of congenital 
dysfunction of the intestines. 

Sponsor: GroPep Pty Ltd. 
Address: Gate 11, Victoria Dr. 

Date Designated: 2/16/2000 

Adelaide SA 5000 
Market Approval Date: Not currently Approved 



Generic Recombinant human insulin-like growth factor-I 
Name: 
Designated 
Indication: 

Treatment pfpost-poliomyelitis syndrome. 

Sponsor: Cephalon, Inc. 
Address: 145 Brandywine Parkway 

West Chester PA 19380-4245 

Date Designated: 
Market Approval Date: 

10/13/1995 
Not currently Approved 

, I ,. f u ,,. 
-----------------------,----------.-----------~-~----~~-~~-~-~~~--~~-~~~-~~--~~~~-~-~-------~-~-~---~~*-~~~----~-~-:~-~--.-~~-----~-~-------~--~---~-- 

Generic Recombmqnt humaq insulin-like growth Trade NONE ASSIGNED 
Name: factor-I/insuul@like growth factor binding protein-3 Name: 
Designated Treatment of major burns that require hospitalization. 
Indication: 
Sponsor: Celtrix Pharmaceuticals, Inc. 
Address: 3055 Patrick Henry Dr. 

Santa Clara ‘CA .95054 

Date Designated: 
Market Approval Date: 

6/15/1999 
Not currently Approved 

---------m-e----------m---i ---_-_I-c____ - -____--_ D---‘--i---i-V-li--i~~~-~~ __-__- _ -________ i~..-;--~~;ri~~~~~~~~~~~-~~~~~~~!~~~~--~~~~,~~~-~~-~-~~~~~~-~~~~~-~~~‘-~~~~~- II.,e .,“. 1 (. _I “( 

Generic Recombinant, human interleukin-12 Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of renal cell carcinoma, 
Indication: 
Sponsor: Genetics Institute, Inc. 10/20/1997 
Address: 87 CambridgePark Drive 

Date Designated: 

Cambridge MA 02 140 
Market Approval Date: Not currently Approved 

Designated Reducing the incidence and severity ofradiation-inducedxerostomia. 
Indication: 
Sponsor: Amgen Inc. Date Designated: 12/20/1999 
Address: One Amgen Center Dr. Market Approval Date: 

Thousand Oaks CA 91320-1799 
, Not currently Approved 

-------------------------i------. i ____________ *i-ij ______ *-i~-i L- -;~~~~,-~~~-~~-,~~~~-~-~~-~-~~~-~~~~~-~~,~~~~~--.~~~~~ AI., 12 “^“.~~-~.~i,r’“-~*-~~~-~~~~~~~-~~-’~~,~~- 

Generic Recombinant human luteinizing hormone Trade LHadi 
Name: Name: 
Designated 
Indication: 

For use in cksociation with recombinant human follicle stimulating hormone for the treatment of women with 
chronic anovulation due to hypogonadotropic hypogonadism. 

Sponsor: Serono Laboratories, Inc. Date Designated: 10/7/1994 
Address: 100 Longwater Circle 

Norwell MA 0206i’ 
Market Approval Date: Not currently Approved 
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Generic 
Name: 

Recombinant human nerve growth factor Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of HIV-associated sensory neuropathy. 

Sponsor: Genentech, Inc. 
Address: 1 DNA Way 

Date Designated: 411611999 

South San Francisco CA 94080 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment ofprogressive systemic sclerosis. 
Name: 

Connetics Corporation 
3400 West kayshore Road 
Palo Alto CA 94303 

Date Designated: 1 l/3/1995 
Market Approval Date: Not currently Approved 

------------------------------------- _--- -___-__- -_-- Li--i-i-:-j;*-r-;i-i~-~~~~~~~ 3” j u _ ” * / -------.-- -,-;--‘--.--;--,;-ir--P; _-_-_- F __---- i-~~~-L‘,~-,-~~~i~~~~~~~~~~~~~~- f % .,_ . . <Z, ‘$L 

Generic Recombinant human superoxide dismutase 
Name: 

Trade Oxsodrol 
Name: 

Designated 
Indication: 

Prevention of bronchopulmonary dysplasia in premature neonates weighing less than 1500 grams, 

Sponsor: 
Address: 

Bio-Technology General Corp. 
70 Wood Avenue, South 

Date Designated: 4/18/1991 

Iselin NJ 08830 
Market Approval Date: Not currently Approved 

------------------------I----------------------------~------------~~~-*-.~--~~-~----~------~-~~-~~-~-~~~~“~-~~~~-~-~~ 

Generic Recombinant human thrombopoietin 
-L--‘iLi--irl-:ii~“~~---~~-~---~--~-~~ 

Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

For use in accelerating platelet recovery in patients undergoing hematopoietic stem cell transplantation. 

Sponsor: Genentech, Inc. 
Address: 

Date Designated: 912911997 
1 DNA Way 
South San Francisco CA 94080-4990 

Market Approval Date: Not currently Approved 

----------------------m-m d -------I-------__--___ i _--___--___ i-;--i---.;-;;,‘“,iC,i,,“,;; -__ ;--i--;.~-.i,z-:---,i;~~-,-~~-~~-~~~~~~-~--~-~~~--~-~ ____ (_____ 1:,,,,,;-, /_ 
Generic Recombinant humanized MAb-5c8 
Name: 

Trade NOti ASSIGNED 
Name: 

Designated 
Indication: 

Prevention of rejection ofpancreatic islet cell transpiants. 

Sponsor: Biogen, Inc. 
Address: 14 Cambridge Center 

Cambridge MA 02 142 

Date Designated: 
Market Approval Date: 

3/22/1999 
Not currently Approved 
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Generic Recombinant humanized %fAb 58 
Name: 

Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Prevention and treatment of Factor l!III/Factor B/inhibitors in patients with hemophilia A or B. 

Sponsor: Biogen, Inc. 
Address: 14 Cambridge Center 

Date Designated: 10/14/1998 

Cambridge MA 02 142 
Market Approval Date: Not currently Approved 

-m----w --- 1*1----~~---* I~-~~~~~~-~~~~- -~ I--____-___ ir--;--,- ______; ____-.- ;-L-:--_-r--r--*--i _--._ iibi~~.,;,;,; ______ ;-;~,~~i;,,,,;,i,,;-~ -i-c,,;-‘;,;;;,;, ._.,_., .,s 
: 

Generic Recombinant humanized MAb Sc8 
Name: 

Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Prevention of rejection of solid organ transplants. 

Sponsor: Biogen, Inc. 
Address: 14 Camhidie Center 

Cambridge MA 02 142 

Date Designated: 
Market Approval Date: 

312211999 
Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of immune thrombocytoperiic purpura. 
Name: 

Biogen, Inc. 
14 Cambridge Center 
Cambridge MA 02 142 

Date Designated: 21311998 
Market Approval Date: Not currently Approved 

---------------------------------------I---_ -- I____ - --_-__ i-;;- _-_---__- ;i _-___- ;;E; _---_ ii;;.,-~.-,,*,i,L; --___-_ :~---‘-;,;;I~-~~:. ___-- ;--4;;;;,;;;;-i,,,i,;;,;i;,, 

Recombinant humanized monoclonal a&body SC8 
* 

Generic Trade 
Name: 

NONE ASSIGN&D 
Name: 

Designated Treatment of systemic lupus erythematosus. 
Indication: 
Sponsor: Biogen, Inc. 
Address: 

Date Designated: 2/18/1998 
14 Cambridge Center 
Cambridge hIA 02 142 

Market Approval Date: Not currently Approved 

-------------------I----i------lr----------------------~-----~~-~--‘~’ -‘-~-’ --i-d.-s~~-~~&,& ‘%‘ ____ i;-i”-1~~3+;,~~;,r-~~~~~~~~-.~~~~~ _--___ 5 ______ c i--r------ -“i--~~;~~~~~;~~-.-~~~- ’ .&i :,7\> _S? ‘S,Z4$;;‘-&, x ~ a”..,i.. ,:z 

Generic Recombinant methionyl brain-derived neurotrophic Trade 
Name: factor 

NONE ASSIGNED 
Name: 

Designated Treatment oyamyotrophic lateral scle;osiS. 
Indication: 
Sponsor: Amgen, Inc. 
Address: One Amgen Center Dr. 

Date Designated: 1 l/28/1994 
Date: 

Thousand Oaks CA 91320-r799” ’ 
Market Approval .~.“l,_._. . Not currently Approved 



Generic Recombinant methionyl human stem cell factor 
Name: 
Designated 
Indication: 

Treatment ofprimary bone marrow failure. 

Trade 
Name: 

NONE ASSIGNED 

Sponsor: Amgen, Inc. 
Address: One Amgen Center Drive 

Date Designated: 1 l/22/1995 

Thousand Oaks CA 91320-1799 
Market Approval Date: Not currently Approved 

~-~-~~---~~~~~-~~---_____I______________~~~~~--~~~ i II____ ‘-i-i--i ---__. ;;--;;-1-;--;;~~-,~-~-~~~-~~~-‘-~~-~~-~~-~-~~~~~.-~~~~~~-~~-~-,-.~~~--~~~~~--~~~-~~-,~--~~”-~ 
Generic Recombinant retroviral‘vector - glucocerebrosidase Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

For use as enzyme replacement therapy forpatients with types I, II, or III Gaucher disease. 

Sponsor: 
Address: 

Genetic Therapy, Inc. 
93 8 Clopper Road 

Date Designated: 11/15/1993 

Gaithersburg MD 20878 
Market Approval Date: Not currently Approved 

----------1------1-------------------------- --I--_ --i--“-------i;;---~-~-.-~- -___--_-_ ---i-ri,,r,,.~~-~,;,,~--~-~~~~~--~~---~~-~--~-~~--~--~~‘~~--”~~~--~~~~~~~~-’ 

Generic Recombinant secretory leucocyte protkase inhibitor Trade NONE ASSIGNED 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of cystic fibrosis. 
Name: 

Amgen, Inc., 
3200 Waluut Street 
Boulder CO 80301 

Date Designated: 312911991 
Market Approval Date: Not currently Approved 

--------------------------------I----_- - ------I--__- --i-- __I__ ;--;-i-;r-i,,-,,,,,,.--~-~-~~-~~-~--~~~--.~--.-~-~-~~~~~--~~~~-~~--~-~-~~~-~~~~~~-~~~~-~~- 

. 

Generic Recombinant secretory leucocyte prottiak inhibitor Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of congenital alpha-l antitrypsin dejkiency. 

Sponsor: Amgen Inc. 
Address: 3200 Walnut Street 

Date Designated: 3/29/1991 

Boulder CO 80301 
Market Approval Date: Not currently Approved 

--------------------------------------~*-------.------~---~------~~--~-~-~-~--~~-‘----~-~--~-~~-~--~-~“-~ / , 
---r,;i;;;,,~-,:i,‘~-,~-~~~~~~-~-~~--~-~~~-~--~--~---- __-_-_ 

Generic Recombinant soluble human CD4 (rCD4) Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment ofAIDS in patients infected with HIVvirus. 

Sponsor: Genentech, Inc. 
Address: 

Date Designated: 312311989 
460 Point San Bnmo Boulevard 
South San Francisco CA 94080 

Market Approval Date: Not currently Approved 



Generic Recombinant urate oxidase 
Name: 

Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Prophylaxis of chemotherapy-induced hyperuricemia. 

Sponsor: Sauofi-Synthelabo Research 
Address: 9 Great Valley Parkway 

Date Designated: 10/l l/2000 

Malvem PA 19355 
Market Approval Date: Not currently Approved 

““““““‘------------~--D‘--’ ---- ;‘-;l=;;;;,i~“-~~;;~~~~~~~~~.~~~~~ .*a: I t ,I?,- -i r<‘l.d ____ ______________ -~L~-~~~~~~-;ir-,L”r,~-~~~~~-,~~~~~~~-~~~~--~~~~~~~~-~‘~ ’ 

Generic Recombinant urate oxidase 
Name: 

Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of malignancy-associated or chemotherapy-induced hyperuricemia. 

Sponsor: Sanofi-Synthelabo Research 
Address: 9 Great Valley Parkway 

Date Designated: 10/l l/2000 

Malvem PA 19355 
Market Approval Date: Not currently Approved 

Designated Treatment of cervical cancer. 
Indication: 
Sponsor: Cantab Pharmaceuticals Research Limited 
Address: 3 10 Cambridge Science Park 

Date Designated: 812411994 

Cambridge CB4 OWG 
Market Approval Date: Net currently Approved 

Great Br&in GB 
-------------------------“----------------------------~-~--~.---~~-~-~-~~-~~~. 

Generic Reduced L-glktathione 
---;---;i;irii;~~--~~-,~~~~-~~~~.-’-.~~-~ ---___----_ ‘*-A-; -___ ;~,;,,i;-~,,L;,,,z,1____ i 

~iiri,.i.i-.r~;.*~;-.-.j..” 
I’ 

Name: 
Trade Cachexon 
Name: 

Designated Treatment ofAIDS-associated cachexia. 
Indication: 
Sponsor: 
Address: 

Telluride Pharmaceutical Corporation Date Designated: 211411994 
146 Flanders Drive 
Hillsborough NJ 08876 

Market Approval Date: Not currently Approved 

-----I-----------------i ___--_ -_- __-- -- _-__ ii-,-i,,&& ___- i-i---;-i~~i;-i-~-~-~~-~~~-~~~~ “a’, j-i’ _--___ r~L~~~~~~,~~~~~~~~~~~~~~~,~, c:r*.*, i 1 ,<* iii’* Gini- ““..: i, “__l ‘.<. 
Generic Remacemide 

-----i--~-~~*-,,------.------,--~ ‘i 
Trade 

Name: 
Ecovia 

Name: 
Designated Treatment ofHuntington’s disease. 
Indication: 
Sponsor: AstraZeneca LP 
Address: 725 Chesterbrook Blvd. 

Date Designated: 3/6/2000 

Wayne PA 19087-5677 
Market Approval Date: Not currently Approved 

148 



Generic 
Name: 

Respiratory Syncytial Viis Immune Globulin (human) Trade Hypermune RSV 
Name: 

Designated Treatment of respiratory syncytial virus lower respiratory tract infections in hospitalized infants and young 
Indication: children. 
Sponsor: MedImrnune, Inc. 
Address: 35 West Watkins Mill Road 

Date Designated: 9/27/1990 

Gaithersburg MD 20878 
Market Approval Date: Not currently Approved 

-------------------------i------- -1-------1_---_1_--- -*--m-i __I____ i;--F-;-,i--‘--,ii __-_ *---,~;;,-i;.,i;,,,;e.;;-i;;*“‘“”-:,--~~~.~~~~--~~---~~-~~---~~~~~~~ 

Generic 
Name: 

Respiratory syncytial virus immune globulin (Human) 
._ 

Trade Respigam 
Name: 

Designated 
Indication: 

Prophylaxiis of respiratory syncytiaf virus lower respiratory tract infections in infants andyoung children at high 
risk of RSV disease. 

Sponsor: MedImmune & Massachussetts Public Health 
Address: 35 West Watkins Mill Road 

Date Designated: 9/27/1990 

Gaithersburg MD 20878 
Market Approval Date: l/18/1996 

--------------------_______l____l_______------------ -‘i--;-;;--;,,,r;,,;-‘--~~-~-~~-~~-~--~-~~-~~~,---~~-~-~~’~~~~~~~~-~~-~-~-~~-~~-~~,--:~-~~---~-~-~-~ ______ i;- 
Generic 
Name: 

Retroviral vector, R-GC and GC gene 1750 Trade. 
Nom ASslGmD 

Name: 
Designated Treatment of Gaucher disease. 
Indication: 
Sponsor: Genzyme Corporation 
Address: One Mountain Road 

Date Designated: 51611997 

P.O. Box 9322 
Market Approval Date: Not currently Approved 

Framingham MA 01701-9322 
-------- - -1-__--1____- -i--r -___-____--_ i _-_-. i------;;---,,,i,;-;~-~-~ ____ - ___. is;;;~~-i-;~~~--~-~~~a-~~~~‘~‘~ ,+&i-.-L5 ., “*k* .^,.. 

Generic Reviparin sodium 
- ---------------i.--------,,,,,r,,,;;,,,,~--~-~ __ :a, 8. 3 jr, .~ ,.. 

Name: 
Trade Clivarine 
Name: 

Designated 
Indication: 

Treatment of deep vein thrombosis which may lead to pulmonary embolism in pediatricpatienfs 

Sponsor: Knoll AG 
Address : 

Date Designated: 6/18/2001 

Ludwigshafen, Germany 
Market Approval Date: Not currently Approved 

----mm-- - -------- - __-_--I__- I ---_--____--__--_- ii--;-i;~,“;;,;,i~-~-~~~~~~;~~~-~~-~-.~~~~~~~~~~~~‘~~’ ” 
Generic Reviparin sodium 

--ii~~-,~~~~~--~~-;;~~~-~~-~~-~~~~~-~~-~--.-,~-~~ --; ;;i,“,;;,;;;,- 

Trade 
Name: 

Clivarine 
Name: 

Designated 
Indication: 

Long-term treatment of acute deep vein trombosis with or without pulmonary embolism in pregnantpatients 

Sponsor: Knoll AG 
Address: 

Date Designated: 6/18/2001 

Ludwigshafen, Germany 
Market Approval Date: Not currently Approved 



Generic RGGO853, EIA lijG&%m$elir 
Name: 
Designated Treatment of ovarian cancer. 
Indication: 

Trade 
Name: 

NOti ASSIGNED 

Sponsor: Targeted Genetics Corporation 
Address: 1100 Olive Way, Suite 100 

Seattle WA’ 98101 

Date Designated: 9/15/1995 
Market Approval Date: Not currently Approved 

------------------------i----r------ ___-I i-i----i -__- il--Aii;&‘,’ 
‘. ‘* ‘I _a,’ ______ -,,&J;;:;,-~,& 

Generic 
Name: 

Rho (D) immune globulin intravenous (human) 
---- -=;;‘i~-i~~.i-,:“‘-;-~~~~~-~~~.~~-~~~~~~~’-~~~~ -;.-, ~-‘-;-z,;s”~,~~-~-:,‘,,-;,Il-IL-, 

Trade WinRho SD 
Name: 

Designated 
Indication: 

Treatment of immune thrombocytoperiic purpura. 

Sponsor: Rh Pharmaceuticals, Inc. 
Address: 104 Chancellor Matheson Road 

Date Designated: 1 l/9/1993 

Winnipeg, Manitoba 
Market Approval Date: 3/24/1995 

Canada R3T 2N2 CA 
----------------------------------------------------~~-~ 

Generic Ribavirin 
----i-*iL----;--i-l”-;;,;,i;; --_____ C,h,,~;;,,;~~ii~~~~~~~,-,~~-~~--~~--~~~--~~----~~~---~-“---~~~-~--~~- 

Trade 
Name: 

Virazole 
Name: 

Designated 
Indication: 

Treatment of hemorrhagic fever with renal syndrome. 

Sponsor: ICN Pharmaceuticals, Inc. 
Address: ICNPlaza 

Date Designated: 4/12/1991 

3 3 00 Hyland Avenue 
Market Approval Date: Not currently Approved 

Costa Mesa CA 92626 

Sponsor: ImmunoGen, Inc. 
Address: 148 Sidney street 

Cambridge MA 02139 

Date Designated: 
Market Approval Date: 

11/17/1988 
Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

For the ex-vivo purging of leukemic cells from the bone marrow of non-T cell acute Iymphocytic leukemia patients 
who are in comvIete remission. 

1 

ImmunoGen, Inc. 
148 Sidney Street 
Cambridge MA 02139 

Date Designated: 
Market Approval Date: 

l/24/1991 
Not currently Approved 



Generic 
Name: 

Rich (blocked) conjugated murine MU (anti-my$ Trade NONE ASS&ED 
Name: 

Designated For use in the ex-viva treatment of autologous bone marrow and subsequent reinfusion in patients with acute 
Indication: myelogenous leukemia. 
Sponsor: ImmunoGen, Inc. 
Address: 148 Sidney Street 

Date Designated: 2/l/1990 

Cambridge MA 02139 
Market Approval Date: Not currently Approved 

-. -----------------------i---------- 1___--1_ j,,,,;,,;,i--l-;-;.-_;,,,:i;i;_,__, -_-__-- -L _--__- ---i-~~,;LL,,L,;~~’ ” ’ 

* ‘” - .. ’ I’~ 

Generic 
Name: 

Ricin (blocked) conjugated murine MCh (anti-my9) 
---e-m :-i~.--;;;----,;~,~~-~-~------ 

Tiade ’ tiOI?E ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of myeloid leukemia, including AML, and blast crisis of CML. 

Sponsor: ImmunoGen, Inc. 
Address: 148 Sidney Street 

Date Designated: S/3/1989 

Cambridge MA 02139 
Market Approval Date: Not currently Approved 

__--___-_-___-______------ - _-_--___________ -i-* _-__ ;;r--~“- --*.‘-.‘,.~“~“r,~.~in.ri-.r” -----------~------u,l-_-_-_- .h’~ _rY.Z i9 _,.9‘“” .,,. :a* Cii I, al (ii,‘ w--i _1_-1-- *i---~~~=l,if;Lil~~~---~~.~~~~~~-.~~-~ , / ,~,~ A.,‘$\ .*, -‘-...** (I_ ., ,. , _-___ 
Generic Ricin (blocked) conjugated murine McA (ogol) 

;;;LL,,; _____ :-,-“; 
Trade NhE ASf+fIGN&’ 

,. 

Name: Name: 
Designated 
Indication: 

Treatment of small cell lung cancer. 

Sponsor: ImmunoGen, Inc. 
Address: 148 Si&ie~ ‘St&et 

pate l&signated: l/25/199 1 

Cambridge MA 02139 
Market Approval Date: Not currently Approved 

~~~-----------__---_---l______l 
Generic Ricin (blocked) conju _ 
Name: (CD6) 

- ~~~-.-- ---- -- ---I--J --Luuv I.VI.J 
Name: 

Designated Treatment of cutaneous T-cell lymphomas, acute T-cell leukemia-lymphoma, and related mature T-cell 
Indication: malignancies. 

Designated 
Indication: 

Prevention of disseminatedMycobacterium avium complex disease in patients with advanced HIYinfection. 

1.51 



Generic Rifabutin Trade 
Name: Name: 
Designated 
Indication: 

Treatment of disseminatedMycobacterium avium complex disease. 

NONE ASSIGNED 

Sponsor: Pharmacia & Upjohn 
Address: 7000 Portage Road 

Date Designated: 12/18/1989 

Unit 0633-298-113 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment ofpulmonary tuberculosis. 
Name: 

PathoGenesis Corporation 
201 Elliott Avenue West 
Suite 150 

Date Designated: 41130999 
Market Approval Date: Not currently Approved 

Seattle WA 98119 
-------------------------i----------- __-_ --------i _--_ i---r--“i----~--‘~~-~--;ii;L‘,j’ -___ ;n-,-;,;,;;~~~.;-i_:~~~~--,r;;,;;,; 

Generic Rifampin Trade 
Name: 

Rifadin I.V. 
Name: 

Designated 
Indication: 

For antituberculosis treatment where use of the oralform of the drug is notfeasible. 

Sponsor: Hoechst Marion Roussel 
Address: P.O. Box 9627 

Date Designated: 12/9/1985 
M&ket Approval Date: 512511989 

Kansas City MO 64134 

.------I ------------..a-----,i __-- i-r-iLCi-i&-Ld-i-; _____ 2,;; ___- ;;L-;--z,c,:,:;,,s~~~~~~~-.~~-~-~~--~--~---~~~ --_____ ii-~--;l;- 
Generic Rifampin, isohzid, pyrazinamide ’ Trade 
Name: 

Rifater 
Name: 

Designated For the shalt-course treatment of tuberculosis. 
Indication: 
Sponsor: Hoechst Marion Roussel 
Address: 

Date Designated: g/12/1985 
P.O. Box 9627 Market Approval Date: 513 l/1994 
Kansas City MO 64134 

--s-w ----------~~--I~~---~~~~~--.~---~-~~-~-~~~~ ;-;--i-i-i;i,,i,,L;,~~-~~‘-~-~~~-,~~-~~-~~-~~--.~-~~-~.~~.~--,~-~~~~~~.~-~~~‘~~--‘~~-~-~~~-~--~~--“~~---~-~-~-~~~~~-~ 

Generic Rifapentine Trade Priftin 
Name: Name: 
Designated Prophylactic treatment ofMycobacterium avium complex in patients with AID&’ and a cD4+ count less than or 
Indication: equal to 7S/mm3. 
Sponsor: Hoechst Marion Roussel, Inc. 
Address: 

Date Designated: 311211996 
P.O. Box 9627. 
Mail Station: H3-M25 16 

Market Approval Date: Not currently Approved 

Kansas City MO 64134-0627 
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Generic Rifapentine Trade 
Name: Name: 
Designated 
Indication: 

Treatment of Mycobacterium avium complex in patients with AIDS. 

Priftin 

Sponsor: Hoechst Marion Roussel , Inc. 
Address: P.O. Box 9627 

Date Designated: 61911995 

Mail Station: H3-M25 16 
Market Approval Date: Not currently Approved 

Kansas City MO 64134-0627 

Sponsor: Hoechst Marion Roussel 
Address: P.O. Box 9627 

Mail Station: H3-M2516 
Kansas Citv MO 64134-0627 

Date Designated: 6/9/1995 
Market Approval Date: 612211998 

_ 

------“----------------------------~--------------------“.----~---~-----~-------~~-~~--------=-~---~--~---~~~~~-~~~~~--~---~--~~~---~---~--~--~----~-~---~------~~ 

Generic Rifaximin Trade 
Name: 

Normix 
Name: 

Designated 
Indication: 

Treatment of hepatic encephalopathy. 
-. 

Sponsor: Salix Pharmaceuticals, Inc. 
Address: 

Date Designated: 2/10/1998 
3600 W. Bayshore Road, Suite 205 
Palo Alto CA 94303 

Market Approval Date: Not currently Approved 

------------------------“------------- r’. 
-I-- ---l;,,i~,“--;~~~~~~~~-~~---~~~~~-~~~ _-__ i ---_ &2&-;&&;2~-,&-~~, 

Generic RII retinamide Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of myelo&splastic syndromes. 

Sponsor: Sparta Pharmaceuticals, Inc. 
Address: 

Date Designated: 5/6/1993 
111 Rock Road 
Horsham PA 19044-23 10 

Market Approval Date: Not currently Approved 

---------------------------------------- -__--___-____ i&-m-; ____- -‘---;;---;-L;,,,;.,~--~~~-~~~~~~-~~~~~~~,-~--~~.~---~-~~~~-~~~~~-~---~-~~ ____ i’-------- i _____ ;---- 

Generic Riluzole Trade 
Name: 

Rilutek 
Name: 

Designated Treatment of amyotrophic lateral sclerosis, 
Indication: 
Sponsor: 
Address: 

Rhone-Poulenc Rorer Pharmaceuticals, Inc. 
500 Arcola Road, P.O. Box 1200 

Date Designated: 311611993 

Collegeville PA 19426 
Market Approval Date: 12/12/1995 

__--_-__-_--_--___--_____ i -____-__________ _ _._._____ ~~--L--iiii-i;--;L,.~~-~~~~~~~-~~~~~-~~~~‘~~~~~-~~~~~~~~~,~~~~~~~.. .,I __________ i ----,- ~~~~z”‘~~-;,“:;~~~~~~~~~-~-,-~.~ *x.&l ‘Ju~:.w’-u*.r.l 
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Generic Riluzole 
Name: 

Trade 
Nanie: 

Designated Treatment of Huntington% disease. 
Indication: 
Sponsor: Rhone-Poulenc Rorer Pharmaceuticals, Inc. Date Designatedi 10/15/1996 
Address: 500 Arcola Road Market ApprovalDate: 

PO Box 5096 
Nct”cur&n.ly Approved. 

Collegeville PA 19426-0800 
--------------------*---------D-----------------------------------------------~-----~-------------~---.---~-------~--~----~-----~-~----~------------ 

Generic Rituximab Trade Rituxan 
Name: Name: 
Designated Treatment of non-Hodgkin’s B-cell lykphoma. 
Indication: 
Sponsor: IDEC Pharmaceuticals Corporation Date Designated: 6/13/1994 
Address: 3030~Callari Road tiket Approval Date: 1 l/26/1997 

San Diego CA 92121 

--------------------,,,,,L-,,,-,,-------------------------------------------.----------------.----.~--.-------------*--~------~----~----~-----~----------~-------’ 

Generic rSP-C lung surfactant Trade Venticute 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of adult respiratory distress syndrome. 

Byk Gulden Pharmaceuticals Date Designated* ----. AiWiitM-l .,-.---- 
Byk-Gulden StraBe 2 Market App~ rod Date: 

Nb~ cti*ititiy Aptiiovid /. 

78467 Konstanz 
Germany DE 

---------------I-------------I-----I------------------------------------~-----------~~---~-~---~-~---~-~-~~----~--~--------~--------.--~------~-~--- 
Generic S-adenosylmkthionine Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment ofAIDS-myelopathy 
Indication: 
Sponsor: Di Rocco, Alessandro M.D. 
Address: Beth Israel k&&&l Center, Phillips 

Philips Building, Suite 2Q; lO.Union $qUare 
New York NY 10003 

Date Designated: 
Market Approval Date: 

‘” 

4/30/1998 
Noi currently Approved 

-----------------------.---------------------------~-------------.--------.--------~-----.~-~---~--~*~~~~~---.---.--~~--------~~---~~~~--~--------~~ 
Generic Sacrosidase Trade Sucraid 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of congenital sucrase4somaltase dejkiency. 

Orphan Medical, Inc. Orphan Medical, Inc. 
13911 Ridgedale Drive 13911 Ridgedale Drive 
Suite 475 Suite 475 
Mimretonka MN 55305 Mimretonka MN 55305 

Date’Designated: Date’Designated: 
Market Approval Date: Market Approval Date: 

12/10/1993 12/10/1993 
4/g/1998 4/g/1998 



Generic Sargramostinb Trade 
Name: 

Leukine 
Name: 

Designated To reduce neutropenia and leukopenia and decrease the incidence of death due to-infection in patients with acute 
Indication: myelogenous leukemia. 
Sponsor: Immunex Corporation 
Address: 

31611995 
5 1 University Street 

Date Designated: 

Seattle WA 98101 
Market Approval Date: 9/15/1995 

“““‘-“-“““I”---c--,---l---,,l,-~ -~-i~~~~;;+,;;L,i~~~~~~~.~~~~~~~~~~~~~ _______-_____ ii;~.-.~‘~~~;,i;“-;;;;,4;, “il;il* /. .“..i”‘.r “, ! ,&, ,t 
. 

Generic Sargramostim Trade Leukine 
Name: Name: 
Designated 
Indication: 

Treatment of neutropenia associated with bone marrow transplant, for the treatment ofgraftfailure and delay of 
engraj?ment, andfor the promotion of early engrafient. 

Sponsor: Immunex Corporation 
Address: 

Date Designated: 51311990 
5 1 University Street Market Approval Date: 31511991 
Seattle WA 98101 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Detection of ovarian carcinoma. 
Name: 

Cytogen Corporation 
600 College Road East 
Princeton NJ 08540 

Date Designated: 912511989 
Market Approval Date: 12/29/1992 

------------------I--i----~~---‘__-_-__ ii I_____ c4m~s&-i-rw’ -_____ -“i;‘;;LL;~~~~~~;~~~~~~-~~~~-- ‘.’ -’ ( l”n~~~~~~~~~~~,~~~~~-~~~- is;;: ..Is -2” ;y,*. ,,1: _____ i ---,-- Ali-~:~“~~~~~~~~~~‘~~~~~~~~~~-~~~~~~~~ “i ‘. 

Generic SB-408075 Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated For pancreatic cancer 
Indication: 
Sponsor: SmithKline Beecham Pharmaceuticals 
Address: 1250 S. Collegeville Road 

Date &signated: 12/7/2000 

Collegeville PA 1942610989 
Mqket Approval Date: Nbt ciirrently Approved 

-----~~~---~~-~~---~____________I --_--_-__-_--__--_ j i-- ‘--ii---‘r-;ii--Li--~~~.-~~-~-~--~~~~~~ ,.%IX”..I ‘U 

Generic SCH 58500 
-----*-r;r-L~~-~~~~~~s;;-I-------- __-__ iwmiiea--.r ___- &.G;;li, iidA%“,,. ,‘Z ,.... *, .i”-.2.1e4,-’ \w.“,y-^+:-ri(, 

‘. Trade 
Name: 

GONE ASSI’GNED 
Name: 

Designated Treatment ofprimary ovarian cancer. 
Indication: 
Sponsor: Schering Corporation 4/12/1999 
Address: 2000 Galloping Hill Rd. 

Date Designated: s “‘ ̂  “4 

Kenilworth NJ 07033 
Market Approval Date: Not currently Approved 



Generic Secalciferol 
Name: 

Trade Osteo-D 
Name: 

Designated Treatment offamilial hypophosjhatbmic rickets. 
Indication: 
Sponsor: Teva Pharmaceuticals USA 
Address: 650 Cathill Rd. 

Date Designated: 712611993 

Sellersville PA 18960 
Market Approval Date: Not currently Approved 

Designated 
Indication: 

Treatment of bronchopulmonary dyspIasia. 

Sponsor: Synergen, Inc. 
Address: 1885’35rd Street 

Date DesignaW LMnll nne 

Boulder CO 80301 
h$rkq Appro~ iral Date: Not currently Approved 

Generic Selegil’ --I 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

me HicI 

As an adjuvant to levodopa and carbidopa treatment of idiopathic Parkinson’s disease (paralysis agitans), 
postencephalitic Parkinsonism, and symptomatic Parkinsonism. 
Somerset Pharmaceuticals, Inc. 
777 South Harbor Island Boulevard 

Date pesignated: 1 l/7/1984 

TampaF’L 33602 
Market Approval Date: 61511989 

Trade 
Name: 

Eldepryl 

----------------.------------------------ - --_______-_ i I.-_ i _-II i __-_ ;,i;,-L-,“‘-iri,r;;i~~~-~~~~ ___ ~~-;;: --______ *--~~:-‘~-;-;~~~oi;;~,~~~-~,~-~,~-~-~~--~~-.~~~-~~~-~~~~~~~~~~~~- ~LT&z;4 1. , I 

Generic Sermorelin acetate 
Name: 

Trade Geref 
Name: 

Designated 
Indication: 

Treatment of idiopathic or organic growth hormone deficiency in children with growth failure. 

Sponsor: Serono Laboratories, Inc. 
Address: 100 Longwater Circle 

Date Designated: g/14/1988 

Norwell MA 02061 
Market Approval Date: 912611997 

------*---------------c--1------1------1 1.~’ -i--*-;~-~-~~;~~~~~,~~~~~~~.~~~~-”~-~~~*~--~ --__ i~-i,~,~,,,, a. _ .*- )I” ““.Q .$ i l’. I _ j : &a*,“‘:% .----~~-i;---i,,~~~~“~-~-------~,~-- “: _“, . ‘) ;.‘..‘*.A‘.“,..: ,_ .” 
Generic Sermorelh acetate 
Name: 

Trade Geref 
Name: 

Designated 
Indication: 

Adjunct to gonadotropin therapy in the induction of ovulation in women with anovulatory or oligo-ovu&oly 

Sponsor: 
infertility who fail to ovulate in respor&e to adequate treatment with clomiphene citrate alone andgonadotropin 

Serono Laboratories, Inc. 
Address: 100 Longwater Circle 

Date Designated: 2/13/1990 

Norwell MA 0206 1 
Market Approval Date: Not currently Approved 
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Generic Sermorelin acetate 
Name: 

Trade 
Name: 

Geref 

Designated 
Indication: 

Treatment ofAIDS-associated catabolism/weight loss. 

Sponsor: Serono Laboratories, Inc. 
Address: 100 Longwater Circle 

Date Designated: 12/5/1991 

Nor-well MA 0206 1 
Market Approval Date: Not currently Approved 

,,. ._ , ---------------------.--I.-- - _--_- u’-‘--‘~---“--;;;;--~---~-~-~~~~~~~---~---~~-~~-~~-~~~~“~~~~~---~-~-~~~~-.-~--~~:~~~-~~~~~-”-~~~ __________ -;~~,C~~~--~--- i ,;., , s/. 
Generic 
Name: 

Serratia marcescens extract (polyribosomes) Trade Imuvert 
Name: 

Designated 
Indication: 

Treatment ofprimary brain malignancies. 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of chronic radiation proctitis, 

Richard I. Breuer, M.D. 
1000 Central Street, Suite 615 
Evanston IL 6020 1 

Date Designated: ,, ..,, 
Market Approval Date: 

s/19/1997 
Not currently Approved 

Sponsor: Cell Technology, Inc. 
Address: 1668 Valtec Lane 

Date Designated: 9/7/1988 

Boulder CO 80306 
Market Approval Date: Not currently Approved 

-------------------------L------------------~~~~~~. --.~-ic”;.~iiii-f~~-~~.-~~.~” 4,s dl+~.* 5.’ e411.i:, j_(Wh, ,.: -------=------ ;~~-~~,~~~~-i~~~~,~,-“~,~~ .A; SW_. --i rjr -e*?. r\ if ,: 

Generic Short chain fatty acid solution 
.‘T”“L”““‘-“““-“----- 

&6..,<‘, n*;““~:“.- rr9< s.,,-. “&..;~A.s :)_ -------------i----i---lr---,. 

Name: 
Trade Colomed 
Name: 

Designated 
Indication: 

Treatment of the active phase of ulcerative colitis with involvement res&ed to the left side of the colon. 

Sponsor: Richard I. Breuer 
Address: 1000 Central Street, Suite 615 

Date Designated: 5/29/1990 

Evanston IL 6020 1 
Market Approval Date: Not currently Approved 

-------------_----_-____L__ __-___________--.___I_ii iii~J~~~i-‘;i;-;iL.-~~~~~-~~*~~~,~~~~~-~~~~~~ 2 --li-i‘r.-- ~~ii-*i---~~~~~.“‘~~“~~ 1:“._-,a>- *, ~i,*.r-*I-<:t \Wt”.~i\&.,? 
Generic 

A,~~;~~,-~~,~~,~~~~~~~-~~.~-~~~~~~~~~~~~~, *,I L‘ ‘2.. ‘.~? * ” ” 
Silver sulfadiazine tid cerium.nitrate . Trade 

Name: 
Flammacerium 

Name: 
Designated 
Indication: 

Prevention of mortality in severely burnedpatients. 

Sponsor: Synthes (USA) 
Address: 1690 Russell Road 

Date Designated: 11/17/1999 

PO Box 1766 
Market Approval Date: Not currently Approved 

Paoli PA 19301 
-------------------__I__ _-_-- ----------r---i--~,-~-~~~~~-‘--~~~~~~~~-~~~- --‘--;;-;-“‘“;-3;-i--~-~~-~-.~~-~--~-~---~’~~~-~~--.~~“-~~~-~~--~-‘~~~~---:~--~~-~~~-~--‘- 
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Generic Sodium 1,3-propanedisulfonate 
Name: 
Designated 
Indication: 

Treatment of secondary amyloidosis. 

Trade 
Name: 

NONE ASSIGNED 

Sponsor: Neurochem, Inc. 
Address: 7220 Frederick Banting, Suite 100 

Date Designated: 1 i/ I,, 8. <. 41611999 

Saint-Laurent, Quebec 
Market Approval Date: Not currently Approved 

Canada H4S 2Al CA 
------------------I__________ ---_-I___-__ &---rw&v~~-i ___- i;L-~..~~~~-~~~.‘~ ---i*e&$& _,i. “AL, .~$~,~.~:‘,.ii,,ra~l;~,:~~“;..‘* i ‘,,Ii”Z,, _ :,?d-.“<,“. .:.jj -.1,_ i ,Vil.\. i 1” 

Generic Sodium dichloroacetate 
--------------------.-ir---rr-,,;4 _ 91’ *(*s:’ -:‘. 1 -------;--i;i-i--~~-.-~-~-~-~~~~~~~--.~~. i 

Name: 
Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of homozygous familial hypercholesterolemia. 

Sponsor: Stacpoole, Peter W. M.D., Ph.D. 
Address: University of Florida 

Date Designated: 6/l l/1990 

P.O. Box 100277 
Market Approval Date: Not currently Approved 

Gainesville FL 32610 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of lactic acidosis in patients with severe malaria. 

Stacpoole, Peter W. M.D., Ph.D. 
University Of Florida 
P.O. Box 1010277 
Gainesville l?L 32610” 

Date Designated: 1 I/10/1994 
Market Approval Date: Not currently Approved 

--me- --me- I-----------___ h --___--__l__-l___--_I_____ Ci--i -.____ ;-;---;;;;;L,ic~~L-~~--~~~~~~~~-~~~~~~~-~~~~’ ,’ .( 9% ‘&,,I’  ̂ ?.-,_i~.jlr~~ 

Generic Sodium dkhlhlbroaceiate 
--------‘L-r _-_---_ ---i,-,--,sL;;ir,r,;;,‘; _-__ ;,,- 

Name: 
Trade NONE ASSIGNED 
Name: 

Designated Treatment of congenital lactic acidosis. 
Indication: 
Sponsor: Stacpoole, Peter W. M.D., Ph.D. 
Address: University of Florida 

Date Designated: 6/l l/1990 

P.O. Box 10’0277 
Market Approval Date: Not currently Approved 

Gainesville FL 32610 
_________-_______________l______l______l------- 5i --.- i;y-;i-“-i,,;i;.,-;;-~~~~-~~~~~“-~~~~~~,~~~~~-..~~~. :.a- ‘ A. ,a:. ‘2% _, S”, wr ,: ‘?h.. .-4 :izi . . . :- i 7.. ’ w------I-D -___-- - ___-_--_ - _-_---_1__-1_ ‘-‘,,,;Lmi,l;li,,;,, - .>,,“.,a ,~ 

Generic Sodium dichloioacetate . Trade N& ASSIGNED 
Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of congenital lactic acidosik 

Questcor Pharmaceuticals, Inc. 
26 118 Research Road 
Hayward CA 94545 

Date Designated: 
Market Approval Date: 

1213111997 
Not currently Approved 
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^ ” “T&ie. ” -. ckrer’-- 
slut: 

Name: 
Generic Sodium dichloroicetati _ ’ ” ” ’ 
Name: 

Designated 
Indication: 

Treatment of severe head injury. 

Sponsor: Questcor Pharmaceuticals, Inc. 
Address: 26 118 Research Road 

Date Designated: 6/14/1999 

Hayward CA 94545 
Market Approval Date: Not currently Approved 

Designated 
Indication: 

For use in boron neutron capture therapy (73NCi’J in the treatment of &oblastoma mult$orme. 

Sponsor: 
Address: 

Neutron Technology Corp.& Neutron R&D 
877 Main Street, Suite 402 

Date Designated: 4/15/1992 

Boise ID 83702 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatmentfor sickling disorders, which include S-S hemoglobinopathy, S-C hemoglobinopathy, and S-thaiassemia 
hemogIobiAopathy. 

Medicis Pharmaceutical Corp. Date Designated: 7/2/1992 
8 125 N. Hayden Road 
Scottsdale AZ 85258 

Market Approval Date: Not currently Approved 

Designated 
Indication: 

For use as an adjuct to surgery, radiation therapy and chemotherapy for the treatment ofpatients with primary or 
recurrent malignant glioma. 

Sponsor: 
Address: 

Elan Pharmaceutical Research Corporation Date Designated: 412411998 
1300 Gould Dr. 
Gainesville GA 30504 

Market Approval Date: Not currently Approved 

Designated 
Indication: 

Treatment of urea cycle disorders: caibamylphosphate.synthktase dej?ciency, ornithine transcaiba&ylase 
dejiciency, and arginiosuccinic acid sjmthetase deficiencv. r 

Sponsor: Medicis Pharmaceutical Corp. 
Address: 

Date Designated: 1 l/22/1993 
8125 N. Hayden Road Market Approval Date: 413011996 
Scottsdale AZ 85258 



Generic Sodium tetradecyl sulfate 
Name: 
Designated 
Indication: 

Treatment of bleeding esophageal varices. 

Sponsor: Elkins-Sinn, Inc. 
Address: 2 Esterbrook Lane 

Cherry Hill’NJ”(r8003 

Trade Sotradecol 
Name: 

Date Designated: 6/10/1986 
Market Approval Date: Not currently Approved 

,l.‘.. 11, ,. ,‘ _, ., ‘̂  * --------------I--- ---- -- ---- - -_--_I_____ ;-;ci--;i-~;i,,;,,~~~~~~~-~-~~--rg~ _-__ i _-_- ;-;;--i~-L;i;;,l,;;;;--;i;____;__;i-L;--~--~~-,-~-~-~~~- 
’ 

Generic 
Name: 

Soluble complement receptor typk 1 Trade N&E ASSIGNED 
Name: 

Designated Designated 
Indication: Indication: 

Prevention ofpost-cardiopulmonary bypass syndrome in children wider&k& cardi&&no&& bypass. Prevention ofpost-cardiopulmonary bypass syndrome in children wider&k& cardi&ul&o&& bypass. 

Sponsor: Avant Immunotherapeutics, Inc. 
Address: 119 Fourth Ave. 

1 DamDesignated: 3/6/2000 

Needham MA 02494-2725 
Market Approval Date: Not currently Approved 

Designated 
Indication: 

Prevention or reduction of adult respiratory distress Jyndrome. 

Sponsor: T Cell Sciences, Inc. 
Address: 

1 l/21/1994 
119 Fourth Avenue 

Date Designated: 

Needham Heights MA 02194 
Market Approval Date: ’ Not currently Approved 

Sponsor: UCB Pharmaceuticals, Inc. 
Address: 1950 Lake Park Drive 

Date Designated: 1212211994 

Smyrna GA 3DO80 
Market Approval Date: Not currently Approved 

Designated 
Indication: 

Adjunct to the non-operative management of secreting cutaneousjktulas of the stomach, duodenum, small 
intestine (i’ejunum and ileum), or pancreas. 

Sponsor: Ferring Laboratories, Inc. 
Address: 

Date Designated: hl7fVl OR8 
400 Rella Boulevard Suite 20 1 
Suffern NY ‘10901 

Market Approval D, ate: 
VII”,L.Y 

Not currently Approved 
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Generic Somatrem for injection 
Name: 

Trade Prntrnnin - - v... “y-a. 

Name: 
Designated 
Indication: 

Treatment of short stature associated with Turner’s syndrome. 

Sponsor: Genentech, Inc. 
Address: 460 Point San Bruno Boulevard 

Date Designated: 12/9/1985 

South San Francisco CA 94080 
Market Approval Date: Not currently Approved 

---w-m-- ---e-w- --I----- - --_- - --~~~~~--~I-~-~~ I-----* ---- i--i-i---i--ii ___-_ ;-“ii,,,‘,,;,,r.~,,‘-.~~~~--~--~~---~~---~--. i--i--- ;,;i __-_____._ ii--i ____ i--.‘---, 
Generic Somatrem for injection 
Name: 

Trade Protropin 
Name: 

Designated For long-term treatment of children who have growth failure due to a la 
Indication: hormone secretion. 

I ~ ck of adeauate endogenous growth 

Sponsor: Genentech, Inc. 
Address: 460 Point San Bruno Boulevard 

Date Designated: 121911985 

South San Francisco CA 94080 
Market Approval Date: 10/17/1985 

Designated 
Indication: 

Treatment of adults with growth hormone de$ciency 

Sponsor: Pharmacia & Upjohn 
Address: 7000 Portage Road.’ 

Date Designated: g/6/1994 
Market Approval Date: 10/3 l/1997 

Kalamazoo MI 49001-0199 
, 

“-“““-‘-“‘--‘-------l----------,,r,~-~ _-_I ~~~~-D-i-.-,-ii----~--.-,-~~. ‘ ’ ,I”’ > c * --------.-l,i~~--------~--~~~~~--~~-~~-~~~~~~~~~“~“--;,I;,; ,i ^’ .,.” ?, ,A-._,, 
Generic Somatropin Trade 
Name: 

Humatrope 
Name: 

Designated 
Indication: 

Treatment of short stature associated with Turner syndrome. 

Sponsor: Eli Lilly and Company 
Address: Lilly Corporate ‘Center 

Date Designated: 5/S/1990 
Market Approval Date: 12/30/1996 

Indianapolis IN 46285 

“““-“““----‘------I----------------------~---~--~----~~~-~-~~-~----~--~~-~.--~~~~--~~~~~~--------~-~-~---~--~~-~-~~-~----~~~----~------~-----~----- ./.w.. ,, 

Generic Somatropin Trade 
Name: 

Nutropin 
Name: 

Designated For use in the long-term treatment of children who have growth faiiure due to a lack of adequate endogenous 
Indication: growth hormone secretion. 
Sponsor: Genentech, Inc. 31611987 
Address: 460 Point San Bnmo Boulevard . ( 

Date Designated: 

South San Fi-anciscO CA 94080 
Ma&et Approval ‘Date: 10/17/1985 
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Generic Somatropin (rDNA) 
Name: 

Trade Sai7cn -----__ 
Name: 

Designated 
Indication: 

For the enhancement of nitrogen retention in hospitalized oatient.; wffir~no &ww'c~,~~~ burns. 

Sponsor: Serono Laboratories, Inc. 
Address: 100 Longwater Circle 

Date Designated: 51311989 

Notwell MA 0206 1 
Market Approval Date: Not currently Approved 

-m---m----_--e __--____ rim-- --.-------I i-i--il”~,;;,~~~~;~~~-~~~~ -L- ;“Cr3r;;;~~.;~-ir;~,;----~-~~~~.~-~-~~-.-~~~-~-~-~‘~~~~-~~-~.,! . 
Generic Somatropin (r-DNA) 

______ e. i-.2- :. I-L&&&-~~ai 3”. ‘. 

Name: 
Trade ‘Serostim 
Name: 

Designated 
Indication: 

For use alone or in combination with glutamine in the treatment of .&art boweI syndrome. 

Sponsor: Serono Laboratories, Inc. 
Address: 100 Longwater Circle 

Date Designated: 31611995 

Norwell MA 0206 1 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
Treatment of children with AIDS-associatedfailure-to-thrive including AIDS-associated wasting. 

Serono Laboratories, Inc. 
100 Longwater Circle 
Not-well MA 02061 

Date Designated: 312611996 
Market Approval Date: Not currently Approved 

““-‘-““““-‘-“--‘--*------I---------------------~---~-~--~--~--~’~~--~-~~--~--~~~~~~~~~-~-~-~-~~ _.__i__i *,;~~ I 1,, . il.c” _ i., ‘( -&,~;-;k;L~-~&,& L-----L I -____ im--i~ad&~;‘-:;.~~,, .̂  r.i.r;. ,,i.>“.‘.~“,‘>,,i “,/” 

Generic Somatrophi (rDNA origin) Trade Saizen 
Name: Name: 
Designated 
Indication: 

Treatment of idiopathic or organic growth hormone deficiency in children with growth failure. 

Sponsor: Serono Laboratories, Inc. 
Address: 100 Longwater Circle 

Date Designated: 3/6/1987 

Norwell MA 02061 
Market Approval Date: Not currently Approved 

“‘---““‘-‘--------------------------------~-~~-------~-~-~~ * m-ewm- c-;;;,~~-~l;i-~-~.” --‘:--;:-,;,~~-;;;;,~~~~~~~-~~~-~--~~~-~~~~--~-~-~---~~-~~~~~-- ___- ;i---i&;-’ . 
Generic Somatropin (I’DNA origin) Trade 
Name: 

Nutropin De&t 
Name: 

Designated Long-term treatment of children who have growth fajlure due to a lack of-adequate endogenousgrowth hormone 
Indication: secretion. 
Sponsor: Genentech, Inc. 
Address: 1 DNA Way 

Date Designated: 10/28/1999 

South San Francisco CA 94080-4990 
Market Approval Date: . Not currently Approved 
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Generic Somatropin (I-DNA o&h) itijectioh ” ‘” 
Name: 

Trade Norditropin 
Name: 

Designated 
Indication: 

Treatment ofgrowth failure in children, due to inadequate growth hormone secretion. 

Sponsor: Novo Nordisk Pharmaceuticals 
Address: 

1oo overf~k cgiteF” _ t. LX Date Designated: .“,., ._..,__ 7/10/1987 

Suite 200 
Market Approval Date: Not currently Approved 

Princeton NJ 08540 
“-“““““““---‘-------.--I-------.--------------------~~---~-~--~-~-.~~~~~~~~~..,,. -----~~~~~~~~~-~~~~~~~,~~~~~. e .:r\:,,- -<.: . ..b. : \’ - ..*<ll” .? : ‘I,?, i’. .: ,I’_ .:e:*:r, w.3: > : ‘%‘, ;* 

Generic somatropin [rDNA] 
‘-i-- _-__-_-_--_ -“i-,*ti -_----L---_-_-.--i-- 

Name: 
Trade Genotropin 
Name: 

Designated 
Indication: 

Treatment of growth faiIure in children who were born smad for gestational age. 

Sponsor: 
Address: 

Pharmacia and Upjohn Company 
7000 Portage Rbad’ 

Date, Designated: 12/27/2000 

Kalamazoo MI 49001 
Market Approval Date: 7/25/2001 

________-___-__--__-______ i ___- i -___-___-______- ,;r,;~~i-,,-;;,i;,--~~~-~~~~~~~~~-~~~~~~*-,~~~~~~~~~~,.~,~’~~,~, x_ G?“h*” .>A’ i-2 +ti _,)/‘.~ 2 :“.s”i-, -1 4;‘ ‘, “., 

Generic Somatropin [rDNA] 
-mm- ---d---“--U--i --_-I---____--_ ““;;-;;‘~,i;;~i:iC,,,L,;LI,:,, : ._,’ 

Trade 
Name: 

Genotropin * 
Name: 

Designated 
Indication: 

Treatment of short stature in patients with Prader-Willi syndrome. 

Sponsor: Pharmacia & Upjohn 
Address: 7000 Portage Rd. 

Date Designated: 7/6/1999 
Market Approval Date: 6/20/2000 

0633-298-l 13 
Kalamazoo MI 49001-0199 

m-vmm--mmw - ___-__-__-__ L--i ----______ j _____ ---- ____ ~.i~ii~~;,~;-;-:,;;~~~~-~~-~~-~~~~~~~-~~~~-’~-~~~-~*~~~~,~~~ %SP “Slk ‘S _ Pi I ..h. ‘1.~ ” ,““, 
Generic Somatropin f6r injection 

*~~~~“‘““~ --__ a .__ &-.:“GJ;a~:;-LL _-__-__- s,&&-i‘i,’ “e.:,,;., ;- 0. -‘-c ^‘: 

Name: 
Trade Nut&pin 
Name: 

Designated 
Indication: 

Treatment of short stature associated ivith Turner’s syndrome. 

Sponsor: Genentech, Inc. 
Address: 460 Point San Bnmo Boulevard 

Date Designated: 31234989 

South San Francisco CA 94080 - 
Market Approval Date: 12/30/1996 

Sponsor: Genentech, Inc. 
Address: 

Date Designated: 81411989 
460 Point San Bnmo Boulevard 
South San Francisco CA 94080 

Market Approval Date: 1 l/17/1993 
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Generic Somatropin for iiijtitititi - ‘ ’ 
Name: 

Trade Humatrope 
Name: 

Designated For the long-term treatment of children who have growth failure due to inadequate secretion of normal 
Indication: endogenous growth hormone. 
Sponsor: Eli Lilly and Company 
Address: Lilly Corporate’Center 

Indianapolis IN 46285 

Date Designated: 611211986 
Market Approval Date: 31811987 

Sponsor: Serono Laboratories, Inc. 
Address: 100 Longwater Circle 

Date Designated: 11/15/1991 
Market Approval Date: 8/23/1996 

Norwell MA 02061 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Name: 
As replacement therapy for growth hormone deficiency in adults after epiphyseal closure. 

Genentech, Inc. 
460 Point San Bnmo Boulevard 
South San Francisco CA 94080 

Date Designated: 
Market Approval Date: 

1 l/18/1996 
12/15/1997 

Generic Sotalol HCl --w-v 
Name: 

-vULy. 
Name: 

Designated 
Indication: 

Treatment of life-threatening ventricular tachycwrhvthmin.c 

Sponsor: Berlex Laboratories, Inc. 
Address: 300 Fairfield Road 

Wayne NJ 07470 

Date Designated: 
Market Approval Date: 

g/23/1988 
10/30/1992 

Designated 
Indication: 

Treatment of ovarian cancer refractory or resistant to standard chemotherapy 

Sponsor: Genaera Corporation 
Address: 5 110 Campus Drive 

Date Designated: ^_. ,. ,.“. _ 5/l l/2001 

Plymouth Meeting PA 19462 
Market Approval Date: Not currently Approved 
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Generic Sterile talc 
Name: 
Designated 
Indication: 

Treatment of maliinant pleurai eflusion. 

Trade 
Name: 

Steritalc 

Sponsor: Novatech SA 
Address: Avenue du Vent des Dames - Z.I. les Paluds 

Date, Designated: 121811997 

13685 Aubagne 
Market Approval Date: Not currently Approved 

France 
__________________________ i- -----o-----------i L;-~---,~-c;;;,,;~~-~-‘~~---Fi.*~ Ivt‘*e , j. id $4 ~,“‘,~~~.i.~~.,.,,~-.ii-; “&.iW ‘.-‘r : I,‘--. ‘~.“.>i.:.,,.li ,, I 

Generic Sterile talc 
‘.‘-.“-‘“--‘----------..-----------,;r,-” * ‘4,;: ii /” _ ,, ̂  ,.‘$~QIJ. I. r .. i 

Trade 
Name: 

Steritalc 
Name: 

Designated Treatment ofpneumothorax. 
Indication: 
Sponsor: Novatech SA 
Address: 

Date Designated: 121811997 
Avenue du Vent des Dames - Z.1. les Paluds 
13685 Aubagne 

Market Approval Date: Not currently Approved 

France 

Designated Treatment bf malignant pleural eflusion. 
Indication: 
Sponsor: Bryan Corporation 
Address: 4 Plympton Street 

Woburn MA 01801 

Date Designated: 9/ 1811995 
Market Approval Date: 1212411997 

-------~-~~~----~~~~~~---~-~--~~~-- --__-_I - ___-_-I_ *-rr~-;-“~~.~.~~~-~-~~~~~~“~~~-~~~~-~,~-~~~~~~~~ ;s&&a*;~‘*~. ‘_i.,,ili *a .:A< :1 ii*‘*.-.i ..1”*, -..*, i i- 1*-. _, -----w--b”--*--.‘--* --mms.mmw 4 -____ il~-~~~‘-‘~~~~~:s~-~~~ ‘) 
Generic SUlOl Trade 
Name: 

NONE ASSIGNED ’ 
Name: 

Designated Treatment of ovarian cancer. 
Indication: 
Sponsor: Sugen, Inc. 
Address: 

Date Designated: 3/12/1996 
230 East Guild Ave. 
South San Francisco CA 940804811 

Market Approval Date: 
” 

Not currently Approved 

----------------------L-i--i------i-----’-----*---------~---~~--~~~ I-~~~Lie-i;-i~-,--~~~~-~~~-,~-~~~~. :‘V;.l’o,.:v;;..l.-i L^.f ,a*;, .?r*i:i*.l.\- >I_ c --i---i---r----e-----, -___ -i;----~-~*i,;,~;-,,;- Li ...l,!.‘“.‘:.,. : ‘G,“, a---- ‘/ 
Generic SUlOl 1 Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated Treatment of malignant glioma. 
Indication: 
Sponsor: Sugen, Inc. 
Address: 230 East Grand Ave. 

Date Designated: 5/25/1995 

South San Francisco CA 940804811 
Market Approval Date: Not currently Approved 
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Generic Succimer 
Name: 

Trade _ Chemet 
Name: 

Designated Prevention’ofcystine kidney stone formation in patients with homozygous cystinuria who are prone to stone 

Indication: devei@tient. 
Sponsor: Sanofi Winthrop, Inc. 
Address: 90 Park Avenue 

Date Designated: 1 l/5/1990 

New YorkNY 10016-1389 
Market Approval Date: Not currently Approved 

Generic Succimer 
Name: 
Designated Treatment ofieadpoisoning in children. 
Indication: 

I lczUCl 
Name: 

nL-met capsules 

Sponsor: Bock Pharmacal Company 
Address: P.O. Box 419056 

Date,Designated: 51911984 
Market Approval Date: 1212211988 

Saint Louis MO 63 141-9056 

Designated Treatment of mercury intoxication. 
Indication: 
Sponsor: Sanofi Winthrop, Inc. Date Designated: 312211991 
Address: 90 Park Avenue 

New York NY 10016-1389 
Market Approval Date: Not currently Approved 

-------------------------L------------------------------------------~-----~~-~~---~-~~~---~~-~-~~~~~~-~~~~“.-. ----m.a 3”-;,-,~~,;,L;;;L,i”,~----~-‘~-~~~.~-~-~-~-~*~-~~~ .,. 

Generic Sucralfate suspension Trade NONE ASSIGNED ‘” 
Name: Name: 
Designated 
Indication: 

Treatment of oral complications of chemotherapy in bone marrow transplant patients. 

Sponsor: Darby Pharmaceuticals, Inc. 
Address: 100 Banks Avenue 

Date Designated: 3/12/1990 

Rockville Centre NY 11570 
Market Approval Date: Not currently Approved 

~~~~~~--~*1-~~-~-1-~-~~-- _---_ ___ __--I___.-- - _--_- ~i-.-r;ii--~~~-r-~~-~~~~‘~~~-~~~~~~~~~~~,~~=-~~~~~~~~~,~“’~~’ ______-_ -;~~~~~-~~~.~~‘“-r~~~~-~~~~~~~~~-~~~~~. ., ._,. /‘. a* j _____ .; ,” 
Generic Sucralfate suspension 

\ 
Trade 

Name: 
NONE ASSIGNED 

Name: 
Designated 
Indication: 

Treatment of oral ulcerations and &sih@ia in patients with e&d&+molys& &&osa. 

Sponsor: Darby Pharmaceuticals, Inc. 3/4/1991 
Address: 100 Banks Avenue 

Date Designated: 

Rockville Centre NY 11570 
Market Approval Date: Not currently Approved 
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Generic Sulfadiazine 
Name: 

Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

For use in combination with pyrimethamine for the treatment of Toxoplasma gondii 
encephalitis in patients with and without AIDS. 

Sponsor: Eon Labs Manufacturing, Inc. 
Address: 227- 15 North Conduit Avenue 

Date Designated: 311411994 

Laurelton NY 
Market Approval Date: 7/29/1994 

11413 

Sponsor: 
Address: 

Jacobus Pharmaceutical Company Date Designated: 9/10/1990 
37 Cleveland Lane 
P.O. Box 5290 

Market Approval Date: Not currently Approved 

Princeton NJ 08540 
-----------~~~~~~-~~~---I ______I - ---___---____ __ _-___ *ri=iiii ____ ii---~~~~---iE~i---~-~~~.~~-~~~--~~~,~~-~~~-,~.~~~~~~~-,-.~.~~~~.~~~~~~~~~~~~--~~~---~--~:~~~,~-,~,~- , 

Generic Superoxide dismutase (human) Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

For protection of donor organ tissue from damage or injuy mediated by oxygen-derivedfree radicals that are 
generated during the necessay periods of ischemia (hypoxia, anoxia), and especially reperfusion, associated with 
the operative procedure. 

Sponsor: Pharrnacia-Chiron Partnership 3/6/1985 
Address: 4560 Horton Street 

Date Designated: 

Emeryville CA 94608 
Market Approval Date: Not currently Approved 

Designated 
Indication: 

Treatment Of hormone-refract0 y prostate cancer, 

Sponsor: Warner-Lambert Company 51611997 
Address: Parke-Davis,Pharmaceutical Research 

Date.Designated: 

2800 Plymouth Road 
Market Approval ‘Date: Not currently Approved 

Ann Arbor MI 48105-2430; 
----------I------“----------------------~~-~ ii-h-;C-i-;&*; ---- ii:i~~-~c-fi’-‘r;j--~~~~-~~~~~~-~ * -*..e.,‘,,, ____-_ -;-s~~~;L;.~~,,ii;L,-~~-~~~~~~ I;~~,-;~~~--~-,!~;-~--~~~~ 

Generic Surface active extract of saline lavage 6f bovine lungs Trade ’ Infasurf 
Name: Name: 
Designated 
Indication: 

Treatment andprevention of respirato yfailure due to pulmonay surfactant deficiency in preterm infants. 

Sponsor: ONY, Inc. 61711985 
Address: 1576 Sweet Home Road 

Date Designated: 

Amherst NY 14228 
Market Approval Date: Not currently Approved 
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Generic Synsorb Pk Trade N&E ASSIGNED 
Name: Name: 
Designated Treatment of verocytotoxogenic E. coli infections. 
Indication: 
Sponsor: Synsorb Bidtech Inc. Date Designated: 711711995 
Address: 20 1,1204 Kensington Road, N. W. Market Approval Date: 

Calgary, Alberta 
Not currently Approved 

Canada T2N 3P5 CA 
~~---~~~~~--~---- -d-wm-a’I--_ I---- __-- e-m* ____ i-a-Tia---rrL-iLi---~~~-~-~~~~ ____ ~~~,.~,~~~~~a~-~~~--~:~~.~~~-~~~~ & &f~ u .i-“r,“,xwiar (I?., /:-‘,ll 52 ___-_______ r-i,;-i;l.~-~~-~~.~~,~~~~~~~-~-.~~*~~~.~~ 

Generic SyntheticHumanP~raihyroidHo~&‘l-34’ - Trade Nb$ ASSIGNED * 
Name: Name: 
Designated Treatment of hypoparathyroidism 
Indication: 
Sponsor: Orphan Pharmaceuticals, U.S., Inc. Date Designated: l/26/2001 
Address: 1101 Kermit Drive, Market Approval Date: 

Suite 608 
Not currently Approved 

Nashville TN 37217 
~~~-~~~--~-~-~- -___-_----------______ ---___ -*mm __.-- r---*-i-CiT--l-is&. --._ ‘~-.~~i~-;;iL-i’~r,i-~~-.~~-~-~~~~~~-~~~ ;‘;-i;;;;,,~~~~~~~~~~~~~-~~~.~~-~~~~-~-.~~~”~~~-~--~-~-~-~~--. ” _ 

Generic Synthetic human secretin Trade NONE ASSIGNED 
Name: Name: 
Designated For use in ihe evirluation of exockne pancreas function. 
Indication: 
Sponsor: ChiRhoCliq Inc. Date Designated: 611611999 
Address: 1550 Gallaudet Ave. Market Approval Date: Not currently Approved 

Silver Spring MD 20905-4176 

Designated For use in obtaining desquamatedpancreatic cells for cytopathologic examination in pancreatic carcinoma. 
Indication: 
Sponsor: ChiRhoClin, Inc. Date Designated: 6/16/1999 
Address: 15500 Gallaudet Ave. Market Approval Date: 

Silver Spring MD 20905-4176 
Not currently Approved 

_--_-___-_-___--____--.--------- i ____ i ---__________ iiri,;,;;,i,i,~-~~~-~-~-~~-~~,-~---~~~~-~~-~~--~~~~-~~~~~~-~~~~~-~--.~~~~~-~~=~.~~~,~~.~~~,~~~~~~~~*~~~-~~~=,~~~-~~- “. 5 : 

Generic Synthetic hunian secretin Trade NONE ASSIGNED 
Name: Name: 
Designated For use in the diagnosis of gastrinoma &sociated with ZolIinge&llison syndrome. 
Indication: 
Sponsor: ChiRhoClin Inc. Date Designated: 6/16/1999 
Address: 15500 Gallaudet Ave. Market Approval Date: 

Silver Spring MD 209054176 
Not currently Approved 
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Generic Synthetic human secretin 
Name: 

Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

For use in conjunction with diagnostic procedures for pancreatic disorders to increase pancreaticfluid secretion. 

Sponsor: ChiRhoCl~ Inc. 
Address: 15500 Gallaudet Ave.” 

Date Designated: 31712000 

Silver Spring MD 20905-4176 ‘ 
M@et Approval Date: Not currently Approved 

Designated 
Indication: 

For use in the evaluation of exocrine pancreas function. 

Sponsor: ChiRhoClin, Inc. 
Address: 15500 Gallaudet Ave. 

Date Designated: 6/18/1999 

Silver Spring MD 20905:4176 
Market Approval Date: Not currently Approved 

-----------------------.--------------------------~-~---~--~-~--~--~~~~ --s. :Li~--~-;;~,‘~~~-~~~~~~---l__--- i-i----;-*--*-Li;---i--1_____ i,, ,.,x , ^,~, .( 
_ 

Generic Synthetic porcine secretin Trade NONE ASSIGNED ’ 
Name: Name: 
Designated 
Indication: 

For use in obtaining desquamated pancreatic cells for cytopatholtigic examination in pancreatic carckoma. 

Sponsor: ChiRhoClin, Inc. 
Address: 

Date Designated: 6/18/1999 
15500 Gallaudet Ave. 
Silver Sprini MD 20905-4176 

Market Approval Date: Not currently Approved 

Designated 
Indication: 

For use in conjunction with diagnostic procedures for pancreatic disorders to increase pancreatic fluid secretion. 

Sponsor: ChiRhoClin, Inc. 
Address: 15500 Gallaudet Ave. 

Date Designated: 3/7/2000 

Silver SpriniMD 20905i4i76 
Market Approval Date: 

.’ ‘ I 
Not currently Approved 

----..-----w--------- -_-__ * ---___I __ _--- ii _-_-II- i-~~r,;;,,,:;,-.~~~.~~-~-“--~~~~.~~~~~~~.-,~~-~~.,-~~~~~~~~ . . . . -M-m Y a_- r---ii---* __-_____-_ ,;r”~~~‘~~-‘;,~~~~;-*_ I . ,P. _ IX ‘^. 5. __;* “_l.i .,,(. (,.^ 
_ 

Generic Synthetic porbine secretin 
” 

. Trade 
Name: 

tidNE ASSIG‘NED 
Name: 

Designated 
Indication: 

For use in the diagnosis of gastrinoma associated with Zollinger-Ellison syndrome. 

Sponsor: ChiRhoClin, Inc. 
Address: 15500 Gallaiulet Ave. 

Date Designated: 6/18/1999 

Silver Spring MD 20905-4176 . 
Market Approval Date: . Not currently Approved 
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Generic T4 endonuclease V, Ii- Dosome encausuiated 1 Tmde ----- 
Name: 

NnNE ASSI’GNED 
Name: A._ 

Designated 
Indication: 

To prevent cutaneous neoplasms and other skin abnormalities in xeroderma pigmentosum. 

Sponsor: AGI Dermatics 6/27/1989 
Address: 205 Btiald’ Avenue 

Date Designated: 

Freeport * 11520 
Market Approval Date: Not currently Approved 

Designated Prophylaxis ofgraft-versus-host-disease. 
Indication: 
Sponsor: Fujisawa USA, Inc. 

, 

Address: 
Date Designated: 41611998‘ 

3 Parkway North Center 
Deerfield IL 600 15 

Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

For the identification of ovarian carcmomas. 

Endocyte, Inc. 
1205 Kent Ave. 
Lafayette IN 47906 

Date Designated: 2/16/2000 
Market Approval Date: Not currently Approved 

-----w------------I-----_-.-- ---- - _-----__--_---_--_- -i-ii--iiiir I__. ii--iii.--i-i-i-i -___ i~-i-i=--i~~~-‘;-ii;i-,;,L:rii;-i _-_- ;---~,;,,;i-:;,i,,c;;~ ---_- ~~-;;:,i __-__. 
- 

Generic Trade 
Name: 

Technetium Tc99m murine monoclonal antibody (IgG2a) 
to B cell 

LymphoS&ir 
Name: 

,Designated 
Indication: 

Diagnostic imaging in the evaluation of the extent of disease in patients with histologically con$rmed diagnosis of 
non-Hodgkin’s B-cell lymphoma, acute B4!ei@%phob’lastic leukemia f&n ch%&$ and adults); and chronic B-cell 
lymphocytic leukemia. 

Sponsor: ~Immunomedics, Inc. 4/7/ 1992 
Address: 300 American Road 

DamDesignated: 

Morris Plains NJ 07950 
kbrket Approval Date: Not currently Approved 

Designated 
Indication: 

Detection of hCG producing tumors such asgerm cell and trophoblastic cell tumors. 

Sponsor: Immunomedics, Inc. S/7/1989 
Address: 300 Anieiicin Road 

Date Designated: 

Morris Plains NJ 07950 
b&ket Approval Date: Not currently Approved 
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Generic Technetium Tc99m murine monoclond antibGljr’%o ” Trade ‘ “’ AFpLSca -’ f 
Name: human AF’P Name: 
Designated Detection of alpha-fetoprotein produCing germ cell tumors. 
Indication: 
Sponsor: Immunomedics, Inc. Date Designated: S/1/1989 
Address: 300 American Road 

Morris Plains NJ 07950 
Market Approval Date: Not currently Approved 

““-““-“““-“---‘-----l-----------------------;-----------------------~-~-------~-~----.-----~----~-~.---~~~~~-----~---------~-~--~---~~-~-~~“- 

Generic 
Name: 

Technetium Tc99m murine monoclon+l antibody to Trade 
human dph&fetoprotein 

Iimtmraid; APP-Scan 
Narhe: 

Designated Detection of hepatoceliular carcinoma and hepatoblastoma. 
Indication: 
Sponsor: Immtmomedics, Inc. 
Address: 

Date Designated: 8/l/1989 
300 American Road Market Approval Date: 
Morris Plains NJ 07950 

Not currently Approved 

-------------------------------------------------------------------------.--~---~-------------~---------~---------~--~----~--~.---~----~ --__ ii--..iii--ii--dmi-- 
Generic Technetium Tc99m rh-Annexin V Trade 
Name: 

Apomate 
Name: 

Designated 
Indication: 

Diagnosis or assessment of rejection status in heart, heart-lung, single lung, or bilateral lung transplants. 

Sponsor: Theseus Imaging Corporation 
Address: 124 Mount Auburn Street 

Date Designated: 1 l/3/2000 

Suite 200 North 
Market Approval Date: Not currently Approved 

Cambridge MA 02138 
--------------------_____I______________--------- .___ i-i-i--------i-.i-.ii-6----i __-- zi* -_-__ ~--t--%--‘-;---“-i~--ijiii-;-i:: _-__- ,;,;*;~,,,;;lj~:,;,,~~--~--.--- 

Generic Temoporfin Trade Foscan 
Name: Name: 
Designated 
Indication: 

Palliative treatment of recurrent, refractory or secondprimary squamous cell carcinomas of the head and neck in 
patients considered to be incurable with surgery or radiotherapy. 

Sponsor: Scotia Pharmaceuticals Ltd. 10/28/1999 
Address: Scotia House, Castle Business Park 

Date Designated: 

Stirling 
Market Approval Date: Not currently Approved 

Scotland FK9 4TZ GB 
------w---w-----~--i-~-~i.. _--___ i.. -_--_ --i-i--i---i--~L=~--~-~-~-*~------~--~.~--~~-~-~--,~~--‘~~.~~~-~~--,-~~~~~~-~-~-‘-~~--~-~-~-.~~-~~~~-~~--~~-‘---“-~~-~--~-~- 

Generic Temozolomide Trade Temodal 
Name: Name: 
Designated Treatment of advanced metastatic melanoma. 
Indication: 
Sponsor: Schering-Plough Research Institute Date Designated: 10/14/1998 
Address: 2000 GallopingHillRd - 

Kenilworth NJ 07033 
Market Approval Date: Not currently Approved 



Generic Temozolomide 
Name: 
Designated 
Indication: 

Treatment of recurrent malignant glioma. 

Trade 
Name: 

Temodar 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment bf refractory childhood acute lymphocytic leukemia, -’ 

Bristol-Myers Squibb Pharmaceutical 
5 Research Parkway 
P.O. Box 5100 
Wallingford CT 06492 

Date Designated: 11/l/1984 
Market Approval Date: 7/14/1992 

Sponsor: Schering-Plough Rksetich hsti..&e ‘_ . * I+ 

Address: 2000 Galloping Hill Rd. 
Date fie&&$&. -~ ld,$igg8 
.,.., 1 _I__(” 

Kenilworth NJ 07033 
Market Approval Date: 8/l l/1499 

Sponsor: Henri Beaufour Institute USA, Inc. 10/28/1999 
Address: 27 Maple St. 

Date Designated: 

Milford MA 0 1757 
Market Approval Date: Not currently Approved 

m------------------------j,,,,, _-___ -----------------iji-r-i _-__ ----~~ii~~-~iiii-i~~ ‘- -I--~;;~~l;ri~~~~-,~;~~~~~-;~,~~~-.~~~~~”~~~~~-~-~--‘~~, “.h’ -----;;,“;-,~~~~*~~-~!~~.~. .~ 

Generic Teriparatide Trade Parathar 
Name: Name: 
Designated 
Indication: 

Diagnostic agent to assist in establishing the diagnosis‘in patients presenting with clinical and laboratory 
evidence of hypocalcemia due to either hypoparathyroidism or pseudohypoparathyroidism. 

Sponsor: Rhone-Poulenc Rorer Pharmaceuticals, Inc. 
500 Arcola Road 

Date Designated: l/9/1987 
Address: Market Approval Date: 12/23/l 987 

Collegeville PA 19426 

Designated Treatment of bleeding esophageal varices. 
Indication: 
Sponsor: Ferring Laboratories, Inc. Date Designated: 3/6/1986 
Address: 400 Rella Boulevard Suite 20 1 

S&fern NY ‘10’901 
Market Approval Date: Not currently Approved 
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: 

Generic Testosterone Trade TheraDerm Testosterone Tmnsdermal System 
Name: Name: 
Designated For use asphysioiogic testosterone replacement in androgen akjkient HIV+ patients with an associated weight 
Indication: loss. 
Sponsor: Watson Laboratories Date Designated: 912211997 
Address: Research Park Market Approval Date: Not currently Approved 

417 Wakara Way 
Salt Lake City UT 84108 

-----------------------i------------------------.-.---------~~~-~~~---~~-~~~~~-~-. ~~~,-tiiu;-~~~~-rp;;iii__;;i_i; _____ i;--;;;~~:il-,,;;;r-;~~-‘-~--~“.~ ’ ,-,,-----,-&d ~~~0 c ” 
Generic Testosterone Trade Androgel 
Name: Name: 
Designated Treatment bf weight loss in M&?pat/ents with HIV-associated wasting. 
Indication: 
Sponsor: Unimed Pharmaceuticals, Inc. 
Address: Four Parkway North 

Deerfield IL 60015-2544 

Date Designated: 21511996 
Market Approval Date: Not currently Approved 

Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Treatment of vulvar dystrophies. 

Star Pharmaceuticals, Inc. 
1990 N.W. 44th Street 
Pompano Beach PL 33064 

Date Designated:’ 
Market Approval Date: 

713 l/1991 
Not currently Approved 

-------------s-m- -I- -we-a -m-e------- _____--_ ~-~~~~~ mm---. i---------*i,-;--i-;,-----~-“~~~~-~~-~-~~~-~~~~-~-~~~~,-~~~~~~~~.~-,~~~~~~~~~~~~~-~~~~--- -___I ,,,r,;;*&Q I... *,,,.)r^_./ a,.. ., .: 

Generic Tetrabenazine Trade NONE? ASSIGNED ‘ 
Name: Name: 
Designated Treatment cif Huntington?3 disease. ” ’ 
Indication: 
Sponsor: Lifehealth Limited Date Designated: 12/11/1997 
Address: 23 Winkfield Road Market Approval Date: Not currently Approved 

Windor, Berkshire 
SL4 4BA UK 

------------_-___---____I_________ ---- -------I------i--------;-----.- __-_-- iii-i-i--ri-i----i.i--~-~-~~~-.~~~~~-~~~~~~---~~~~~~~---~--~ _--_ i-di&-i --.__ I;;&, : ” 
Generic Tetrabenazine Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of moderate/severe tardive dyskinesia. 
Indication: 
Sponsor: Lifehealth Limited Date Designated: 5/12/1998 
Address: 23 Winkfield Road Market Approval Date: Not currently Approved 

Windsor, Berkshire 
SL4 4BA ti 

_____-_-___----____-- _ ___-----_ __ -___-__-I_- __ _--__-__ L’i;r;,;,-i,,,,hiii,,~~-~-.-~~-~~~~~~~~~~~~~-~~~~~~-‘~~~~~~~-,~~~~~*~~~~~~~~~~~~~~~~~~-~~~-~~-~~~~~~~~ I ‘- : 

173 



Generic Tetraiodothyroacetic acid 
Name: 

Trade NONE ASSIGNED 
Name: 

Designated 
Indication: 

Suppression of thyroid stimulating hormone inpatients with well-diflerentiated cancer of the thyroidgland. 

Sponsor: Danforth, Jr., MD, Elliot 
Address: University df Vermont 

Date.Designated: 

84 Beartown Rd. 
Market Approval Di 

Underhill VT 05489 

ate: 
I, I,L-““V 

Not currently Approved 

--------*---r--------.--j,,_ _-_ __- _-_-.-___-___ i-J;iL-Li-d.~” “,.. -J “. lag, -________ --;,-~;~~;,,;rr-;~~~~~~~~~~~~~~-~ I .,‘:a, ai, -..llu-A<~,. ,. _ I.: .“#W., ,,-. ,,;, *j,.. . ..” ii ----------.,,,i,i---~~~.~-~ ___-_____-.- *~,g-m;;s;-;;;,&~d i ‘ n 

Generic Thalidomide Trade 
Name: 

NONE ASSIGNBD ‘. 
Name: 

Designated 
Indication: 

Treatment andprevention of recurrenf aphthous ulcers in severely, terminally immunocompromisedpatients. 

Sponsor: Andrulis Research Corporation 
Address: 

Date Designated: 5/ 15/1995 
11800 Baltimore Avenue, Suite 113 
Beltsville MD 20705 

Market Approval Date: Not currently Approved 

Designated 
Indication: 

Treatment of severe recurrent aphthous stomatitis in severely, terminally immunocompromisedpatients. 

Sponsor: Celgene Corporation 
Address: P.O. Box 4914 

Date Designated: 5/l/1995 

7 Powder Horn Srive 
Market Approval Date: Not currently Approved 

Warren NJ 07059 

Designated Treatment of Crohn’s disease. 
Indication: 
Sponsor: Celgene Corporation 
Address: 7 Powder Hcrn Dr. 

Date Designated: ..,_“. 4/6/1999 

Warren NJ 07059 
Market Approval Date: Not currently Approved 



Generic Thalidomide 
Name: 
Designated Treatment of erythema nodosum leprosum. 
Indication: 

Trade 
Name: 

Sponsor: Celgene Corporation Date Designated: 7/26/1995 
Address: P.O. Box 4914 Market Approval.Date: 7li6i1998 

7 Powder Hem Drive 
Warren NJ 07059 

-----------------------------------------------.---.------------------------------~-------~-----~~--*-~~-~~--~*--------.--~-~,-~~--~~-~--------~~~----~---~ ” 
Generic Thalidomide Trade ” 

Nom~~sfG~D ” , : ” - 

Name: Name: 
Designated Treatment of Kaposi’s sarcoma. 
Indication: 
Sponsor: Celgene Corporation Date Designated:. 7/29/1998 - ’ 
Address: 7 Powder Horn Dr. Market Approval Date: 

Warren NJ 07059 
Not currently Approved 

---------------------------------.-----------------------------------------------~--------*--.---~------------------------~-------~----------~----------~----- 
Generic Thalidomide Trade. Synovir 
Name: Name: 
Designated Treatment of HIV-associated wasting syndrome. 
Indication: 
Sponsor: Celgene Corporation Date Designated: 3/l l/l996 
Address: P.O. Box 4914 Market Approval Date: 

7 Powder Horn Drive 
Net currently Approved 

Warren NJ 07059 
--------------------------c-------------------------------~------------------“----~---------------~ --.i---~-i-i-------L--ir-rii----r----*-~~----------------~------, ” 

Generic Thalidomide Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment and maintenance of reactional lepromatous leprosy. 
Indication: 
Sponsor: Pediatric Pharmaceuticals, Inc. Date Designated: 1 l/15/1988 
Address: 718 Bradford Avenue Market Approval Date: Ndt currently Approved 

Westfield NJ 07090 

-----------------I--------.------------------------------.---------~--------~----~-----------------~-----.~---~~---~-----.--~-----------------------------~--- 

Generic Thalidomide Trade NONE!. ASSIGNED 
Name: Name: 
Designated Treatment of graft versus host disease. 
Indication: 
Sponsor: AndruIis Research Corporation Date Designated: 3/5/1990 
Address: 11800 Baltimore Avenue, Suite 113 Market Approval ‘Date: 

Beltsville MD 20705 
Not currently Approved 



Generic Thalidomide 
Name: 
Designated Prevention of graft versus host disease. 
Indication: 
Sponsor: Andrulis Research Corporation 
Address: 11800 Baltimore Avenue, Suite 113 

Beltsville MD 20705 

Trade NONE ASSIGNED 
Name: , ,. 

.~!$?\~$+?~Yat~: 31511990 
Market Approval ‘Date * 

,,“( _. , 
Not currently Approved 

---------------II------~-----I----------------~----~~‘ ----i;iU--;L~;i,~.~~~~~~“~~~~~~-~~~.~~~~~~~~~~ i‘A”..S ----r-L-- *&+,p*&‘~~&p &.3.*&,,* r-c..**. & iiQa<ii: wl. 1‘ .~ ,;*.i.*-, .Ty-“i “.. 2; ) 

Generic Thalidomide 
-------*-----~-,------i-------- 

Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

Treatment of graft versus host disease in patients receiving bone marrow transplantation. 

Sponsor: Pediatric Pharmaceuticals, Inc. 
Address: 718 Bradford Avenue 

Date Designated: g/19/1988 

Westfield NJ 07090 
Market Approval Date: Not currently Approved 

--mm ----------_-_----_-_---------------- __-_--_ i-------LiLi;;i;-ij-,~.~~~~~~-~~~~~~~~~~~’~~- a;- )/i -..:-,~~*L.~r,,,~;. 4,,,.*< 2’. a’*’ ” .-m-e- r--i-*&-c ___ h-~ic~ggJ~i * i&,-.d “..,.,.‘.:.-,’ iI 

Generic Thalidomide 
___-_ kii-i -._. ,~~~.r,&;i;;l5~‘;r: -L$##J”& ‘i i,<l 

Trade 
Name: 

NONE ASSIGNED 
Name: 

Designated 
Indication: 

Prevention of grajl versus host diseass in patients receiving bone marrow transplantation. 

--------------------L-I---*-------- --“-----------i---i-~~-~~~-~~~~~~-~-~~~~~~~~~~~~~-~~~,~~~ (C ---&a&d~,&<&~a& _ >&.,<, :-,liir~*:<.“. -i .*l”*i tlrd.*..:i Sri * ‘1 .W~& . ’ --..a ^ ’ ‘j : ‘ :.u. ..,; ,b“ _* 
Generic Thalidomide 

-ih-------------L-\--,- ___-- ;--&~L;,;~aii-*L,~ ____. 
Trade 

Name: 
NONE ASSIGNED 

Name: 
Designated 
Indication: 

Treatment of primary brain malignancies. 

Sponsor: Celgene Corporation 
Address: 

Date Designated: 2/27/1998 
7 Powder Hdm Dr. 
Warren NJ 07059 

Market Approval Date: Not currently Approved 

Sponsor: Pediatric Pharmaceuticals, Inc. 
Address: 

Date Designated: g/19/1988 
7 18 Bradford Avenue 
Westfield NJ 07090 

Market Approval Date: _ Not currently Approved 

~~~--~---_-________I---_---~-----~--~~ 
Generic Thalidomide 
Name: 
Designated Treatment of the clinical manifestations of mycobacterial infection caused by Mycobacterium tuberculosis and 
Indication: non-tuberculous mycobacteria. 
Sponsor: Celgene Corporation 
Address: P.O. Box 4914 

Date Designated: l/12/1993 

7 Powder Horn Drive 
Market Approval Date: Not currently Approved 



Generic Thymalfasin Trade 
Name: Name: 

Zadaxin 

Designated Treatment of chronic active hepatitis B. 
Indication: 
Sponsor: SciClone Pharmaceuticals, Inc. Date Designated: 5/3/1991 
Address: 901 Mariner’s Island Blvd. Market Approval Date: 

San Mate0 CA 94404-1593 
Not currently Approved 

----------------------------------------------------~--.--------------~---.----------------~-----~-----~-----~----~--------~”------~--~~--~~-------~------- 
Generic Thymalfasin Trade Zadaxin 
Name: Name: 
Designated Treatment of hepatocellular carcinoma. 
Indication: 
Sponsor: SciClone Pharmaceuticals, Inc. Date Designated: 3/6/2000 
Address: 901 Mariner’s Blvd., Suite 205 Market Approval Date: 

San Mate0 CA 94404 
N”6t ciiihititif Approved 

-------------------------------------------------------------------------~---.-------.-~----.-”--.-~-~~-~~.--~-----~-----~~~--------~-~~-~-----.~-----~-~-- 3 
Generic Thymalfasin Trade Zadaxin 
Name: Name: 
Designated Treatment of DiGeorge anomaly with immune defects. 
Indication: 
Sponsor: SciClone Pharmaceuticals, Inc. Date Designated: 11811998 
Address: 90 1 Mariner’s Island Blvd. Market Approval Date 

San Mate0 CA 94404-1593 
Not currently Approved 

--------------------------------------------------------------------------.------------------~~---~----~-----------~------------~-----------~--------~--~-- 
Generic Thyrotropin alfa Trade 
Name: 

Thyrogen 
Name: 

Designated Treatment of well-diflerentiqted papillary, follicul& or combined papillaty~ol~i&lar carcinomas of the ‘thyroid 
Indication: 
Sponsor: Genzyme Corporation Date Designated: g/3/200 1 
Address: One Kendall Square 

Cambridge MA ‘02139-1562 
Market Approval’Date: i Not currently Approved 

-----------------------------------------------------------------------------------“--*---~-~-~--~-~--~~--~----~--~~--------------~-~-~------~-~-----~--. _ 

Generic Thyrotropin ilpha ‘Trade 
N$oge;i I 

Name: Name: 
Designated As an adjunct in the diagnosis of thyroid cancer. 
Indication: 
Sponsor: Genzyme Corporation Date Designated: 2/2411992 
Address: One Kendall Square Market Approval Date: 11/3&1998 

Cambridge MA 02139 



Generic Tiazofurin Trade NONE ASSIGNED 
Name: (2-Beta-D-ribofuranosyl+thiazolecarboxamide) Name: 
Designated Chronic myelogenous leukemia (CML) 
Indication: 
Sponsor: ICN Pharmaceuticals, Inc. (ICN) Date Designated: 12/27/2000 
Address: 3 300 Hyland Avenue Market Approval Da@. . ’ hTnt ,4wakthr Am..-mdl 

Costa Mesa CA 92626 

Designated 
Indication: 

Prevention of cystine nephrolithiasis in patients with homozygous cystinuria. 

Sponsor: Pak, Charles Y.C. M.D. l/17/1986 
Address: The University of Texas Health Scienc Center 

Date Designated: ,‘ ~ ,.. j d_, ;.,l, 
Market Approval Date 8/i l/i988 

5323 Harry Hines Boulevard 
Dallas TX 75235 

-----------------------I---------------------------.--.--------------------~~~---~---.-----~------~~-~-------~-~~~~~-~---~~---------~-----~--~-----~-------- i 
Generic Tiratricol Trade Triacana 
Name: Name: 
Designated 
Indication: 

For use in combination with levo-thyroxine to suppress thyroid stimulating hormone in patients with 
well-differentiated thyroid cancer who are intolerant to adequate doses oflevo-thyroxine alone. 

Sponsor: Laphal Laboratoires 
Address: 48 Bis, Rue’des Belles-Feuilles 

Date Designated: g/13/1991 
Market Approval Date: 

75116 Paris 
Not currently Approved 

France FR 
“---“““““““‘““““““““--------------------------”-------------~---~---------------------~---~----~~-~----~-~~~-~~-----~~-~-~-----~~----~--~~-~-~--~~~--~~-. ” 

Generic Tizanidine HCl Trade Zanaflex 
Name: Name: 
Designated 
Indication: 

Treatment of spasticity associated with multiple sclerosis and spinal cord injury. 

Sponsor: Athena Neurosciences, Inc. '_ 'l'h'lll994 -.--.- __ 
Address: 800 Gateway Boulevard 

'D& &&$&~: 

Market Approval Da&. :: Not currently Approved _ __ 
South San Francisco CA 94080 

------------------------I----------------------------.-~----~--”-----~-.--~---------~~“-~--*-~~-~.~-~------~---~-~---~-.~--~~-~~~~~~--~-~------------~-~~~~--” 

Generic Tobramycin Trade Tobi 
Name: Name: 
Designated 
Indication: 

Treatment of bronchiectasis patients infected with Pseudomonas aeruginosa. 

Sponsor: Chiron Corporation Date Designated: 6/18/1999 
Address: 20 1 Elliott Avenue West 

Suite 150 
Market Approval Date: Not currently Approved 

Seattle WA 98119 
I 

-------------------------------------------------------.-.----------------~---.----~----------*---~-~---~---~----------~--”--~-~--~--~--~--~---~---~--~------- 
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Generic Tobramycin for inhalation Trade TOBI _ 
Name: Name: 
Designated Treatment of bronchopulmonary infections of Pseudomonas aeruginosa in cysticfibrosis patients. 
Indication: 
Sponsor: Pathogenesis Corporation Date Designated: 10/13/1994 
Address: 20 1 Elliott Avenue West, Suite 150 Market Approval Date: 1212211997 

Seattle WA 98119 

------------------------------------------------------------------------------------.-----~--~----------------------------------~----------------~~~-------------- 
Generic Topiramate Trade Topamax 
Name: Name: 
Designated Treatment of Lennox-Gastaut syndrome. 
Indication: 

---------------------------------------------------------,-------------------------------------~-~~--,-----~----------------~----------------,-----~----------------- 
Generic Toremifene Trade Fareston 

Name: Name: 
Designated 
Indication: 
Sponsor: 
Address: 

Hormonal therapy of metastatic carcinoma of the breast. 

Orion Corporation Orion Corporation 
P.O. Box 65 P.O. Box 65 
02101 ESPOO 02101 ESPOO 
Finland Finland 

Date Designated: Date Designated: g/19/1991 g/19/1991 
Market Approval Date: Market Approval Date: 512911997 512911997 

Sponsor: R. W. Johnson Pharmaceutical Research Date Designated: 11/25/1992 
Address: Route 202, P.‘O. Box 300. .. ” ’ Market Approval Date: 8/28/200 1 

Raritan NJ 08869-0602 

-------------------.------L-------------------------------.-----------------------------------------------~----------------------------~---------------------------- 

Generic Toremifene Trade NONE ASSIGNED 
Name: Name: 
Designated Treatment of desmoid tumors. 
Indication: 
Sponsor: Orion Corporation Date Designated: g/17/1993 
Address: P.O. Box 65 Market Approval Date: Not currently Approved 

02101 Espoo 
Finland 

_-__-_-__---__-_--______________________-----------------------------------------------------------------“-------------------------------------------------- 
Generic Tositumomab and iodine I 131 tosituqomab Trade Bexxar 
Name: Name: 
Designated Treatment of non-Hodgkin’s B-cell lymphoma. 
Indication: 
Sponsor: Coulter Pharmaceutical, Inc. Date Designated: 5/16/1994 
Address: 550 California Avenue Market Approval Date: Not currently Approved 

Suite 200 
Palo Alto CA 94306 

----------------------------------.-------------------------------------------------------------------------------------------------------~---------------------- 
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